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The attached information concerning public disclosure following &e cofipl~tion of tie
clinical investigation of Diaspirin Crosslinked Hemoglobin (DCLHb) involving w.,, .
exception to informed consent was inadverkmtly mailed M week to thtiV%$?s”’~~fi@r
for Biologics Evaluation aod Res.?mh (offlw of Blo@.@.$ewch .~dW@O ~@g
with our corresponding IBIDsubmission, E that docwiwnp h~ beqg..&~@@Q.Ig ‘Y@ &

.
offices for Docket 95S-0158, this-duplicate submission maybe disriigiiided.
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~kek IW.nagemt?ntBranch (HFA-305)
Food and Drug Administration
12420 Park.lawn Dr. Rm 1-23
Rockville, MD 20857

M: Investigational New Drug Application ##6859

D&r Sir or Madam:

In accordance with21 $50.24, and 21$312.130 concerning Baxter Healthcare,-.
Corporation’s Investigational New Drug Application #6859, we are enclosing copies of‘,

..,-., .. itiormation concerning public disclosure following the completion of the clinical
investigation of Diaspirin Cross!inked Hemoglobin (13CLHb)involving an exception to
informed consent. :,

$’!

Each of the 18 clinical sites involved in the U.S. DCLHb trauma trial which completed
pre-s~dy community consukatiotipublic disclosure activities and received ...
investigational product (lJCLHb) have completed their post-study disclosure activities.

This submission includes post-study information recendy received &jm Palmeiti- ““””-”‘“
Richkmd Memorial Hospital (Columbi~ SC), Vanderbilt ~nivefiitj- Miidical Cejitef

(?J~hville, TN), Lehigh Valley Hospital (Allento@~J?tQ, ufivE~&~l?ii@@i~~”” .-:.
.. ..

Medical Center @ittsburgh, PA), MetroHealth Me@ca~Center (deviij”~~ O~j~~l~$,, ,.:. ~
Einstein Medical Center (Philadelphia, PA), Hershey’~ediwil U~nT&%&&sheyJ~~~ ”’’’”’””””’”-
University of Ma@and Medical Center (1%.ltirnori;- ‘” ,

T

=..=>=??,:+=-++, J.. ,-:
‘“’l%iii~~~~iie Hea.Eh-‘ ‘,~+jjj~.:..

Services (Newark, DE), St. Anthony Central Hospi~’” enver;”COj~’Waiiingtop -=-::.:;,:;:;
,. ..., ,,.

Hospital Center (Washingto~ DC), Memorial !$f~c~center (Siviinna.h, GA), . . . ... . ....
. ...

Carolinas Medical”Center (Charlotte, NC), and UiKZiii&- of~ex-iislledical Center
,.-.-..-+=...+:.,.LA..:’

(Dallas, TX). This submission also includes recent “national” press coverage pertaining
to the use of an exception to infofied consent in the U.S. DCLHb Trauma Study.
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e studv rmwlts were discuwmddurhw.the monthlv

. ...-.<!.... . . . . . ..

Additional post-study pubIic disclosure information fkQIII ~e Vand&Nt Univtxxify
Medical Center includes a June, 1998 follow-up letter to the Vanderbilt Community
Cornmittee.summarizing their May, 1998 meeting where this clinical trial was discussed
(Attachment 4).

Additional post-study public disclosure information~orn Lehigh Valley Hospital
includes an Apiil, 1998 letter sent via certified rimil to-ill-p~icipiiiitsiii this triii-”
(Attachment 5).

Additional post-study public disclosure information from the University of Pittsburgh
Medical Center includes a May, 1999 letter to the City of Pittsburgh Commission on
Human Relations which had been consulted during the pre-study community
consultation/public disclosure period (Attachment 6). This letter was also copied to the
study investigators. >,L,! \

i

Additional post-study public disclosure information born MetroHealth Medical Center in
Cleveland includes a January, 1999 public advertisement translated into Spanish ~.,
Nueves Horizontes (Attachment 7).

The post-study public disclosure information Ilom Al@t Einstein Medical Cent@rj ~
includes a public notice published in March, 1999 i.n”~ePhikde2phia New ob~~rvgr -.. ““
(Attachment 8). The same public notice wis also pu.~ished in h@ci/April, 1999’5 ~ .-
Olney Times, Mt Airy Times Express, Germantownt~##e< b~-~ortheujf 5?iqw4:;::;{’”’ .-

.......YY.2*.....(?.?. =!.s,~~

NewsweekJ”. A compilation ofdocurnents sunimailfijj the DCLllb U.S. tram @al -‘- “ :
- ,-:7-,.+.7.:..-.-.-..--,-.“ ..

—., . . . . -.+7 ,.. .... *—+@##zd4=——..... ——.
was forwarded to Emergency Medicine faculty and residents at tie _~efi l?mste~n,,,.: ., -.
Medical Center (Attachment 9).

... .. ..+.A-A,... .’ -,:.... ....
-:---”””f’.’f‘--’..“-, .

-“:.

Additional post-study public disclosure activities at Heishey Medical-Center iriclu~e~”’a~‘“-‘ ‘
March, 1999 follow-up letter to personal calls made previously to members of their
community group (Attachment 10).
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Additional post-study public disclosure information from Christian Care Hetilth Services
includes ~ April, 1998 e-mail message to the key study (Attachment 14).

Additional post-study public disclosure itiorrnation flom St. Anthony CentraI Hospital in
Denver includes an article published in the spring, 1999 quarterly-hospitid publicatio~
Trauma Rounds (Attachment 15).

The post-study public disclosure information from the Washington Hospital Center
includes a summary of the procedures utilized by WHC during post-study disclosure of
DCLHb study termination (Attachment 16). These activities included a meeting with the
WHC Community Relations Council (Attachment 17), a DCLHb “Fact Sheet” released to
the press in March, 1999 (Attachment 18), and a similar public notice placed during
March, 1999 in the Washington Times, the Washington Post, the Washington Informer,
and El Pregonero (Attachment 19). In addition, this information was published in the \

April, 1999 Washington Hospital newsletter, The CenterLine (Attachment 20).
.;

The post-study public disclosure information from the Memorial Medical Center in
Savannah, Ga. includes a May, i 999 public notice published in the Savannah kh%hig
News/Evening Press (Attachment 21) and a copy of a recent letter to study participants
(Attachment 22). ,. .-.

.-;.,= ,.

Additional post-studypublic disclosureactititie$:g.L~g,.Cmol@~..~g~$~,C$~~=~~.~~,.
......,.==.-=...

Charlotte, NC included the presentadon of ~~~’~.$ ~~~ ,s_@Y’lY%ldtS~~~,j;i+~$;~,.
September, 1998 public forum in Charlotte on”medica.1reseiirch and”@ij develo~~erit ~
issues.

..
,. .,,<......--..-, .

The post-study public disclosure tiormation from the University of Texas SOUt&WiSti-’ “’
Medical Center at Dallas includes a May, 1999 public notice printed in the DaUa~ “-”-
Morning News and translated into Spanish in El Sol de Texas (Attachment 23).
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sincerely,

Q’w%J4d
Todd Marshall
Associate Director of Regulatory Affairs
BAXTER Hemoglobin Therapeutics
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JJST OF ATTAC I-IMENTS
,,’

. . .

Vanderbilt University Medical Center (Nashville, TN)

Attachment 4: Letter to Vanderbilt Community Committee members

Lehigh Valley Hospital (Allentown, PA)

Attachment 5: Letter to trial participants

University of Pittsburgh Medical Center (Pittsburgh, PA)

Attachment 6: Letter to City of Pittsburgh Commission on Human Relations

MetroHealth Medical Center (Cleveland, OH)

Attachment 7: Notice printed in Nuevos Horizontes WeekZyNewspaper
(Jan. 19, 1999)

Aibert Einstein Medical Center (Philadelphia, PA)

Attachment 8: Notice printed in Iocai newspapers (Philadelphia New Observer,
Olney Times, Mt. Airy Times Express, Germantown Co~ier? and
Northeast Times Newsweek/yJ-(March/Ap~ 1999) -----”-”--

Attachment9: Smdy summary documentssent to hosphd ~rn~rgericY-rn$~\~~~.,,‘e-’WV+?‘“~““

faculty and residents
.... . . . . . .—.,

._-._-:..-_*-!,.. ..:_ ---

Hershey Medical Center (Hershey, PA)
,., ... ......

, .,s.,s..—T...

i

.,’ “.’:.
Attachment 10:

.!
Letter to community members

-..--
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Attachment 14: E-Mail memo to study personnel

St. Anthoqy Central Hospital (Denver, CO)

Attachment 15: Article printed in hospitai publication Trauma Roundr
(Spring, 1999)

Washington Hospital Center (Washington, DC)

Attachment 16: Site summary
Attachment 17: WHC Community Relations Council meeting minutes
Attachment 18: Information released to press (March, 1999)
Attachment 19: Notice printed in local newspapers (Washington Times,

Washington Post, Washington Informer, and El Pregonero)
(March, 1999) 1 ‘~\

Attachment 20: Notice printed in hospitai newsletter The Centerline (April, 1999) ‘

Memorial Medical Center (Savannah, GA) ... .,. ... . ..

Attachment21: Notice printed in Savannah M&fling News/Evening Press

Attachment22:

University of Texas

Attachment 23:

National Press Coverage
Attachment 24: Article in Nature Medicine (March, 1999)
Attachment 25: Article in SAEMNewsletter (March/April, 1999)
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3s4 D& street
Columbia,SC29203 —

Dear Mr.Doe,

InJune 1997,RichkmdMemorialHospi’udsent you a letternoti$ing you that we were
,.. ,m.., ., :,,

participatingin a FederalDrugAdmkistration(FDA)approvedefficacytria!of fhspi&

,~

. ....... .,
Cross-Linked Hemoglobin(DCkiLb)in the uwtment of,severemwnqic he_mo,@agic. $

ASa requiretnent of that study the FDArequireSthat cmcethe study is concludedtkt

notification go to the community on the reds of thatstudy k that attached document,we

detail the study’snatiomd and localresuks to MM that requirement This information&o is

being sent to statewidetekvision, radio and ptiiiitmedia. ;.
If youhave any questions abcut this information, plese contact PaJmetto Richlards ‘“xi

Public Eklationsdepartmentat 803-434-6691.

~ Sincerely,

Medical Director,‘IkaumaSewices .?;~%:”~”.

.,

PiVE RICHLAND MEDICAL PARK DRJE + CULUMBIA, SC 2920J-6897 + S03 43+-(MW 1 + w-.vwpalmctmnchland.edu
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kI 1997,PalmettoRWamd Netnor@lHospti w oneof 17 stm. .P@+xxvW.M
participatedin a researchstudy to determinetk effectivenessof a new tmtment ‘/orWWXM
victimswith severebbod 10SSdue to traumaticinjury Thestudy was cancekd k tk past year.

M additionto receivingstandardcam forsuchcases,participantsreceivtd D@pi*
Cross-!inkeciHemoglobin UXLIib), a blood substitute, or a control @ne solution. DQ&b,
which contains Mnan red blood cells,wasbeing rwm-c-kd to detw+ne if it cou!d !nc.rease
blood flaw and oqgen to tital organsin patientstiiih traum& ‘&ji& .”’ - :: --~-~~

In January 1998, the triaik sponsoring company !kmterHeakhcare Corpomtion, tided
tkis trial, fokwing an interim data review by the tria.k hdependenc roo~toting qety

,-- .,

committee. The committee found that patients in the tmatmemgroup had an increased
mortaliqrcomparedto those in the controlgroup Althoughthe data do not indicatethat the
increasedmortalitywasdue to the treatmentbeingtested,Baxterdecidedto canceItktestudy
out of concern for patient safetyAppnxximately100of 850 expectedparticipantshad been
enrolled in the study nationwide. {i

AtPalmeuoRichkmd,fiveaduk patientswxe treiatedin the researchstudy.Twoof kose i
patienu receivedDCHL~[ hose *O receivedDC3-fLb,one patient died w a ~h of

&aurnatic injuries. Of those that receivedsaline,one patient&tedas a resultof trwn@c. ,. _.
, injuries.Therewere tke A&u@uricsn patientsand twoCaucasianpatientskvokd. in-be

studies.
For more information about dis study,contactPalmettoRichland’sPublic Relationsat

803-+34-689 1.

###

FIVEiUCHIAN~MEDICALP.4RKDRIVE + C12LL’MN.4,SC 29203-6S974 90343+-6S91+ www.pahncttorlchlad.du
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& ddition Torccdving Mkdnrd care& $’uCt,caie$,,my
pticfpJ~ meh=l DiaQirinCrcWw Mhxogklbin(DcLHb),
IMbloodsubmhm,or a cmtd dinc$olutb!). DCfj&bjVVhiqh
mmim kumo redbioodcdk wasbeh~rwy&&i todtzgmninc
ifitooukliocmawbiood fknv andoxy~n # @mla~ans h pxdeots
idfbyymqmic iqjury ..”’;,’:., ..,.~.’.,. ,,-.,~,

In 1998,b trial%spousutingCm, BamrHea131cm
@P=@ e-* tiat fok~ = iliE3’hT4dtlt8dCw by
the Idd’s Illdepdm tnordmt’hlg sdk~ committee, The COrnttdtxco
fouoddmpdentsimthe Rtabnm[ group bas incrcad Inortdq
compamdtotioseinrltecgn(rolx. -ti daradonoc
&dicatcthartiinme@ mortalitywa$doetothetreatnlcnrtig
Wed ktw elecmltocuncelT&Sstudyoutofconmmforpadeot
safely._XiTllRtdy 100of850oxpectodparde@mIshad km
_ in tie mdy mi0tmid8,

At PahnmoRichhm film adultpat’iem Wt!n Utmcd io tile
XE!MMdl$UdJt ‘k of dJOSO@MN9 ttmivw! DCIiLb.of @osc
whom@vcdDCHLb, onet@mdied Waresultof~mc
J@lrimmm MHcaT1-&lloricaXlmdtwo C+icWlnjmriWS were
iEVOlwdin theWY.Ihme wm mulemd twofcuude.

Rwmor@ixlfdon wowW study.Oolikk?xlixnuQP*UII
RichkmdMcmadaiHoqxitul,at$03-434-W%’.” .

_........ .

.,.... ,. ,.

.,
i

....-
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ting privileges, For more information, call Patsy Hathorn, 434-7863.

n’uvmu Reseed) Updam

h 1997, Palmetto Rich.landwas one of 17 nationwide sites that participated fn a
research study to determine the effectivenessof a new trea~ent for tmwna vie@w
with severe blood kws due to trmuwwicinjury TIMsntdywascanceledin the past year.

In addidon to recei~ng standard care for such cases, participants received D@spirin
,. ; i:..-.

Cross-linked Hemoglobin (DCLHb),a blood substitute, ‘ora control saline solution.
DCHLb,which contains human red blood cells,was being mearched to dewrmm if it
cotid increase blood flow and oxygen to viral organs in patients with traumatic injury

In January 1998, the trial’s sponsoring company Baxter Healthcare Corporation,
ended the trial following an interim data review by an independent monitoring
safety committee when it was found that patients in the treatment group had an
increased mortality compared to those in the control group. Although the data do
not indicate that the increased mortality was due to the treatment being tested,
Baxter decided w cancel the study out of concern fgr patient safety. Nadon~de,
approximately 100 of 850 expec-wd”participants bid been enrolled,

.........,.+.-...-. “ .’ .,,.: .+.,.,,
At Palmetto RichIand, five adult @&rtts were Qe# k&e Y~~~~~@~@@. ....

$
.,, .-...+.. ...

two patknts who nweive~ .OCLHb;-i@44 & a-r;=TMt.ofcrau@icjnjiifi&,:~@q@ .....
were three Aftican-&ierican”patients and typ .9ug,$s@ Pa~i@ri~~’~Y:!?.~,..~;,~$;,..,,;,’.,...
study Thrtie weie tile’anil two “wtji<file; “- .L;_,\., y::>z~~”~+~.-;~CT~j?;;~;.+;5:; -;. ..

“’””= --:e-~jg:$pz;:?-’:’” : ............ ..”’.7’. ...’
~A~,:~+~.?-..~+;$-#i;.-...-.-: ---- :-.’..”-.. ,,,.,71:yj~S:~,,t--,

The research study used the U.S. Food and Mgg Adm”tiad~k-&idfl$@.&&::~::,
emergency research, in which patients ire utible t~”~g”~’i%WWQn ~o ptic@ate
due u? hfe-threatening injuries, and they require irrhrtedkte-m~~c~ attention.=; ‘
Those guidelines also require that participadng institutions provide public
notification of the outcome of these studies.

7PALMETTO RICHLAND
UIUOml&L 10 b?l?aL

WWTC F!C+N2 hCIN’K36 S/% W3WATCM ,Vt) ‘4%5 LFi2W0 W il+3346G FAJWT5K%W.3 .A4M-XK +oSmi

CCTkXI Msqc l-icvekcs, 4343 “04;FM434.3’27cr t-r~.xwebrt%n~ GA
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‘We 7-liug0 -~:-~~:y ~~ ---

should either complete the form recently sent to all managers or
contact Volunteer ~exvices, 6242, by the end of the business day
today, my 20. Assignments will be announced June 1.

FOCUSnewsletter, which includes PalmettoScope, now will be
distributed via hospital mail the first Thursday of each month.
The nmwletter no longer will be distributed with paystubs. lf
your department is not receiving FOCUS through in-house mail,
p~eus.e Ctill Tracy McXelvey at 3109.

~Rss~
In 1997, Palmetto RichM.nd was one of 17 states nationwide to

participate in a research study to determine the effectiveness of
a new treatment for trauma victims with severe blood loss due to
traumatic injury. The study was canceled in the past year. In
addition to receiving standard care for such cases, participants
received Diaspi.rin Crms-linked Hemoglobin (DCLHb), a blood
substitute, or a control saline solution. ~, which contains
human red blocd cells, was being researched to determine if it
could increase blood flow and oxygen to vital organs in patients
with traumatic in+u .

7.At Palmetto Rxch and, five adult patients were treated in the
research study. Two of those patients received DCLUb. Of those
who received DCLHb, me patient died as a result of traumatic
injuries, Of those who received saline, one patient died as a
result of traumtic injuries.

The research study wed the USFDA’S guidelines for emergen~y
research, in which atkats are unable to give @ermissiora to

!!participate due to if e-thxwttening injuries, and they r@qui&6 “-
the imn@iate medical attesxt km. For more inf ormat ion, call 6~91,.

.1 -.
. ... . .. . . ....... . .

~m qlqeg, y~ “~~+e” “,’,::...= .-
—..,..,.

rights when it cotmis to being assi~ed to caring for certain
patients? ‘!!& cultural values, ethxcs or religious beliefs of
employees may be cmsidered wlxm assigning an employee to a
patient. If there is a direct conflict between the employee’s
values and beliefs and the patient’s care and treatment, Policy
S240-64 outlines how to address this. The policy also says the
employee should notify his or her manager in writing.

When the JCMIO suneyors come to Palmetto Richland in
January 2000, any employee may be asked a question about
employees’ and patients’ rights. Be preparecl. All employees
should have the 1999 Palmetto Richland JCAHO Survival Guide. Read
the book. If questions, Call the Employee Hot Line at 2646.

t ‘.\ ,
i
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Date:

To

From:

RE:

7PALMETTO RICHLAND
“7!MOE1AL II OS PITAL

Baxter Hemoglobin Therapeutics

Jay Harem, BSN, RN, EMT-

@
)

Trauma Coordinator

DCLHb Disclosure

Thisis to informyou that the resuits of the DCLHb study, both Iocalij ~rtdonall~”~$
. ..

discussed at our monthly Trauma Conference on May 26,1999.Dr. kymond Bynoe
discussed the study with the attendees and answeredquestions. The participants at this
conference were from Emergency Medicine, Orthopedics, Surgety, Rehabilitation,

Radiology and Nursing. The discussion lasted approximately 30 mh’wtes.

If you have any questions, please call me at W-434-6418.

Fl\T RICHLAND MED[C.41. PARK DR[\% 4 CL31.UMBIA. SC 29203-6897 + W +34-7000 + ww palme~tanchlardedu



7PALMETTO RICHLAND
MEMORIAL MO SPITAL

increased mortality was duc m the treatment being tested, ILtxterdecided to cancel the s~dy

. out of concern for patient safety. Approxim~te[y 100 of 850 expected participants had been

enrolled in the study nationwide.

At Palmttto Rich[and, five adult p~tient.swere treated in the reswrch study TW-Oof those ,

patients received DCHLb-of those who receivedlXHLb, one patient died as a result of
~,.
;

traumatic injuries. Clfthose that received saline, one patient died as a resulL oft rauma[ ic

injuries.There were three .+ftican-&nerican patientsand two Caucasianpatients invokd in dw
study Three were mile and two were female.

studies.

. @##
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V}~l)@Ah)r forfi”kith-hfaln . bstitutbnal R8deu Mud CCC-3323Mdicd Cmtrf Wth

RR EmergencyResearch and Waiver of Consent-’’The Eficaey TriaJ of @~p~fi”Cross-Li.Wed
Hemoglobin(DCLHbW)in the Treatmentof SeverTmuiiatic HcmorrhuzicShock”.
(BaxterHealthcare Corporation)

TheCommunityCommitteemet on May 29$1998 to discussthe tez@@onofthe. a~ove-~e~tio&
study. Dr. John Morris, Jr. and Judy Jenkins, M.S.N.,R.N.were pwnt to sI.&T@zc !k courseof
eventsof this studyand answerquestions in accordance with the EmergencyRese~rchyId”W-&&”6f
Consentregtdatioq 2iCHtS0.24, The federalreguIatjonrequiresthat the comm.~~”~ hIfo&qd Uf
the withdrawalor terminationof any studymeeting the criteriaof the emcrgerncyresearch and waiver
of consentregulation,

Enclosures
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- , ~?-.i., v .,, rch and Wa~vtr of Consept .;,, :
FOA iy$R~ta

.,. !,4,. ,, Part 5(L24,~Hl#S 4$ ~ Part 46.498].“ , , ,,,-,.,<;;/,;, ~+j.,;:;,. ,,:,,..+..,-,..,.,...,, ,,. :J<:.,::’-,; :,, ‘.,..,,, .,..,,.,,,~;;,,.,,,..!,.-., . .....-+,W,*.,..~”?i-”:;’”-’ ., 4,,,:;;,,:“,>.,,,.,,,,r.... ........ .,:.&... ,. .:..,,J ,’. ,
,,,.,h.,-.Wwk,t-~+~.,.;;”..;::.=,,.+’.,.-=.:’,!,”rj.’.!:k,,,.h..h,.,;-,:.:.,::.

$

,,;,.,4.,,!,,.4*~$,.)F..... ,.m!+$;~:?W&5%*,,.< i?P&?;;iT?T*:,fiq77- ..=%=?” -+’=;’-,- -, -,5-,,- .+:%-.. ,--:-.:;.:.~-::..;..-.::..:.,. ,“+*@r+q.;@,$y,:$,i;,i::,,..zy’?;,,~@,i,3,,:+,,:.,.+,.!,-.: ~.-’.,+$$-*%,$’>w%?:Z-’$x
t%rij~;~’ 3$@& f~ VA 61,-N0. 192,pp. s1498-51$3s)@ Fo@.,@ ~%
,@~-~ @~~}@’&-’”_ Of~@idtid Human i%tViCt$jS@~$] kSU@ a wv,.

rephtq gl~h~ ‘“titi%jlo~kicw Boards the ,autliority”to w&ve iriforriwil consent
requtitients in some &ttc careeliiical investigations.The newregulationappliesto a limited
class of reward activities htvolvixtghuman subjects who are in need of emergency medical
interventio~ but who are unable to give informed consent and have a !if-threatening medical
conditionand who do not have a legally authorizedperson to represent them. The intent of the
new regulation is w allow research on Iif’e-threateningconditions f’orwhich available treatments
are unprovm or unsatisfactory and where it is not possible to obtain informed consent, while
@tabIismg sdciitiond protections to provide fbr safe and ethical studies, The new regulation
went into effect November 1, 1996.

The FDA and DHHS recognize that subjects with lif~threatening conditions who can neither
give informedconsent nor ref&e enrdiment am ia a vulnerable position and are in need of
additional protective measures to ensure their safety and welfare. The new regulationrequires
additiondprotectivemeasuresbe takenby theIRE whenreviewing,approvingand monitoring
researchconduct.

The regulationrequires that the lRB must iind and documentthe following;
\{
;

The research involves a life-threatening situation and available treakem is either unproven ‘
or un@is@cto~
obtaining consent is not fbasible
pe reward isof potential direct bemdt to the subject
Tbc researchcannot be practicallycarriedout withoutwaiverofconsent
Consultationwith rqxesontatives from the communitiestom which the subjects are likely 10

come

l’hye=pist M publi~discl~sureto t&ecommunityof the &ks and ;f the benefits ,+d puq&e
“ -...

dthe stpdyprior to Mtiation 1 .,. ,. >... ._>. ..... .L“y..=....-..’=..’...”
At completion of ~ study, there be public disclosure if the demographics Oft& s~dy
popukdioriaridthe results
Additional reporting and recordkeepingrequirementswith respect to FDA drug and device
applications must be me$ and the sponsor must establish an independent data monitoring
eornrnittee

,

. .
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What isthestatusof the .D-CIJIIJTrauma !rial?.,
-k’

. How many patunts were enrolled in the trial? Howmanyhospitalswere itavolvcd?

Approximately 100 patientswersenrolledal 17hospitefsinthaU. S.,WithaboutMf recsivicgDCLHb.

W&t were the specific differencaa k mofiafity rates? How many patients died in each group?

Theexpectedmortalitymtc for his patientpopulationwas zpp.roximatcly~0%.i’herswas m obscnkd
imbalmce{nrzorlzliiyamongtic !rcalmntgroup rdxive rOh Con&dgroup.Cornpleledatawill be made
availabb wlicaL!!cstudyresultsarcfulIyanalyzedandpubliskcdink medicallituatwc.

(resulrsfromindividualccnt~rmiy be provjdsdat your I!?B’sdism!ion)

Did l)CLHb’s usc contribute to patients’ deaths? Is 13CLHb safe? $,t

Theda:adonotindicatea clearcauseandtieet betswen3CM infusion anti the obwmd imba)uwc in
:;
;

mortali~,DCLHbhas bwi well toIeratadin clinicaltial~ owr thepsst 5 yearsirwolviEgappmxindy
1000paicnts, da approxirmteJy500 rcccivingthcproduct.

Par@s ellgibieforthe$tudywmc$ufking fromWVUCtE3!$34dCk@ffh@C &&-- v&&f S@v&
.’: ;;.

traunq suchasmotorWMCICaccidents,We andgunshotwow@- witha predictedmoml~ of
approximately 40%. Patients hvdved wim amng therrwstinjuredofafltraumapatients,with~ about .
3%ofalltraumapatientsbeingdigiile fcrMidinclusimNl tid@i#ualaemomd.ipthestudyxw%wdthe
bearstmdardemsrpcy em iJ’lC~tiiUgtn#l$f@hlnaofblood,WL$kiUKiVCfhid$, & StU~ W

;;,J6,’ -. s .,..2
.,

,.[
What was wrong with this triai?

:–
.. .

,.,,-,.,;-.,- ,j+:.7:.,:,~: ~.,.t...,-,,:. ......*”>.*#$&l&.$.:+.,,;.J.W.+.... .... .,.
It is catainly not napmmkntadfor wmplex clinical triahwhichsiudytziticallyti jatienss tobe,~-””-’cd,

PBaxterco[Worined with maAy uaurna WM@xs on this mns~s protocol. T$e ird&matiMWi ) #v@ti’”’
a betterunderstandingof k-e DCLHbprotocolsaadmhanccsintreatmentsllbrtraumapatiem

Where there any notable differences between the treatment and control groups observed?

AMcu@ time are identifiable differences bcw- *e ~wostudywups insome variables such as prc-study
rnju~ssmxityandotfzvbasei.inemeasures,norxweresignifkmenoughtoall

~eM7&Y- .
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. 03to* thernortali~W*.ti@Crin *3 trtitmcnt group. Onecannotassumethat thesevoii~ of injuries
-+/ was dktribvted equalJyacross ‘Ac rrsahrxxt groups,

What is the cause for the ditierences in ~Ortdity? ,., ._,

What has the FDA said about this trial and this recent development?

The FDA hu beenmxifiedof all dcvclopmnzs

SinceW trial was pefiormed under the informed cmsent waiver, were patients who received
DCLHbput at unnecessary risk?

A]l patients nccivcd the best s[andardmqmcy careM!ablc includkg the inf’~ion of blood,fluih d
XI@calin!crvcntionif nc:cssary. DCLHbwssgivmasanadd-on?Aerspytoallotherstandarduezcmmts.
?/cthingwas withhe~dikompatkts.

Patients eligiblefu the studyweresufferingkm wJtic ‘waumatickrzofiagic shockw’thanexpected
mortalityrate of 40%. ThedatamontwriigCOmmittceandThekmim mlysis werein place to mum ti <

patientsV&Km put at unmcsszuy or avoid~blcrisk. Patimtenrollment{n:a the sndy was hakd as soon ‘~
as a rmmmenck:ian wasreceivedby the committee. The DataMonitoringComxnimeconducteditsclfto fie
hi=#leststandards, and it is :kar “hat this approachssnwdtheprotocol~d h pa:imrs k. L2Cstudy q w@.

h addjth~@r to b san of thestudy,theprotod wasreviewedby the FDA and tk L! of~$b
participating ccnur. TheRB cmsdtadwiththeirconmutti~andreceived&jut hm b communi~as to
whether!!%s%lshouldbecondud.

\

How many patiaq if say, gave tori.seat?
,.

.$:.=.,:!.+:J.*$?:-;,: :.‘,f.-.,..- .L..,.,:..—..-.,. .. --,.... .:;.,,.,..,,,,.,.+\,..
‘i. ,>, . ..- ......1.5?....:?:..r: .:..

Pa@ntsafi@blo for this studywIesesufMJIZ &m severetwmic hehtmhagk ah6’W-&&@%-w”a”’
.--.-...—-.. ..... ...=

car accidents, gunshot and stab wounds- so most-couldnotgiveconsentfor then@Yq Every imtitutioq
M infiied Calscat &mjnmt9 ~ W@ h * ~st fW C= W#I it wx ~b~s ~ obti”--;: +-:::!’->--LEOtnthapalient or heir le@ly au KCJ)SC$CStSt&Eos fady rjwntxr.h addition,Wayins!itu~~h~
pmedures in placo to awnpt to !ocarcSsmjlyand obtaiuconsaatpriortopatimtctrollm~ if fcasibk, h. .
additf~ procedureswareinplaceto notifythe#nt’s farri!y, le@y anthorkd rcpreacm.athe ti”the
pathax as won as feasibJeafterthapatient’senrollmentto informthemofthe path’s inclusioninthestudy
and toobti consent for W.!a participmiom

TVJQpatients -’em abie to .@Jewasent themselves. FCUsmwd ohm nrsent w~
membersor cb.cirlegallyausbrized mpTcsczmive. As was mpect:d in this patxd po
it wasno: fzisible to dxain consent Drierto trtkatmm..

C(JWII\I;/~FEIWR THE Protection

W UUMAN SU&jECTS
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WNDERBILTTO TESTS YNTHEIIC BLOODPRODUCT
\

VmderbiIt UnivamityMadicalCenterisbmzu centeria ge&g up to ‘tad a new synthetic

oxcaaeiveblood km VUMCis one sf 35heakh cm centersauwia the country testing ~ qty ptwhxt to.,.
dmnnine if it ia ● viable ahmutive to dine infusiom the standard treatment,

-. l’he upcoming trial Ma under recently ●dopted federalqdationa giving research institutions

the ●uthdty to treat gravely ill patients with investigational drugs or dwicea in acme amergency

sbationg without** consent(seeVLMC Reporter. March 14).

kunm hemoglobin $ohtiom Hm~glc)bist k the proteia in red blood C& that car@w .~@n Tm
..—

. ;. —-. + .————...= .1

aatdatmtioll or a u6a”ahiii&’:”i&i””i&&i“ii“tit-a= ...

Qf*W. a * pKCipal inw$tigatxiof iv Vanderbilt pwtioti of the
.....T* --- ----

the study %31be JudyJenkins,RN,, M$NWclinicalnume q&iidist & &e&a

ofTmma. t

Before blood can h given to a patient, the patient must be @ms-mat&ed so thet the correct

type of blood is givem MorAe explained. Gitig a patien! the wrong type blood can be a “fataI .



.. .

. xnbtakc,”Mord.ssaid.

Cross-snakNngcantakeup to* ?nirIu- time that is notmWbIe when an irju.red patim h.’

A-~mMmd*v@qgm*ti ti~ti W, Meti. ButWti Wbld

th~e h4S tO k ~ XXWthOd~ which OXy@n is @rriad to th tkSUSS. fit is the blpOm@ of

hanoglobin,

% n normal skuatfonj the boxcar that delivers wcygen is died hcxnoglobm” Morrfs

-Wed. ?kmogkbfn is the buahwss d of what ● bhmdtranahuion is all ●bout.”

But bloodEW@@onataketimeto prepare.

‘Zfwe had somethtng to &iv*patientsb tie first 4!!odnuteathat wou!d cany oxygem i.e. $ ‘

boxcar, we could shorten the time they are without enough oxygen to the tfssues. w that’s good,”

?dorris said.

C3mently, when it k not feasible to wait for blood to be given, the treatment of choice 4 the

r@d infusion~f large volumes of saline t~ replace fluid loss due toinjury,followedbytheEanafusfon
of bloodtoreplacethefluidandblood1-

;c
i;

Thenationwide stud y Ml involve approximatelys50 severely injured patients at the 33
1

&aumacenters. About 20 to 30 patients W be involved at each institution,

OriIythose td the pstast rkk of death can be considered for the study. Patients cq ~ gltmr

WC or female and must be it”kistii Patientawith seven tid injuries ox whose heart hM stopped

ind4ho@allv Slhotbe@e5edintothesMy ,.

~ stody pmtki~ ti be rafK$Oanked,$0an4II@@ve the

Sore* will ree~ivem qual ukmnt of dine. &~_a&i.t$wi &pi@ in adtk*..7;.:.,*?,:,-;+7,;,~):,,.<.. ..$.fa,;.;:.,:*..gw&z.vn..:, ..7 . ..
fm?digational pckhicL % WI= Ofadpnent W4.be w -....+-—=..-
the @udy so neither t@ patfentw w ~ pa~~ phyakian k

Possibletisks “wociated ‘WTWthe ~thetfC blo+r&ju&&&

~_lmdti#titi htd~ti&~&_titi ~ps”titi@%.ti
. .....———..-=..

blood pressure, adti~~~a~q-$ti

Morris said the implications of the study are important for several reasons.

‘W’simportant to the people of Tennessee for several reasons. ~s ~ a ruml stateand the

tmrtsport time to deflrdtive care is relative~y long. Consequently the risks of shock are datively.. .-



‘.
. .

.
* hi&” he said.

The new synthRtic blood produ~ M a skU lifeOfmore@n a yeartti canbe thawed for ti

,9

.Mi#iiaia M?kwiidfictfvk it Siill:ti

malrlpts 10 armvm.

~t’$ not 8 qUMion Of Whim this pfOdUCt S@Wta M 0 boxcar. We klWW it doss. It’s not a

quasUonef wlwther N’sde it has hm dsmmmfad to M $afa.m qws!im * cm we *W k an we

@8 it @dy@lOU# and can We $Veit in VOhmesmffkient enough toaave ~V@: hforr@ add.

‘We’re confident wdre not going to make myom -, ‘he question is can we make a r

si@iCant number of paoplebetter.”

As part of the new regulations $ivhg research institutions the authority to treat gmveIy fll
.

patienh with investigational drugs or devices in some emergency situations without their ccmstmt,
.- VIJMC is seeking feedback from the eonununi~. To raspond, phaw contact Vanderbilt’s hstitutiona!

Revtew Board at (415)322-2916 or fax commartts to (615) 343-2648.

VuMc

.

..-.

------ .-
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Dear Mr. _

AS a participant in the national HemAssist@(DCLHbmj trauma study sponsor@ by
Baxter Heaithcare Corporation, we wanted to inform you that the study has been
hakl. ,i-,,.,

., ..,.

8rMer stopped the study after an interim review noted that thti’$urvlval @9~~or~$~
grcup that received the HemAssist@ blood prodwt was as 6XP&ledl c%ti~~&d to a-.’

.- hi~her-than-expected sumlval rate in the controi group. Baxtef ?eitthat to “kofltinue
this study wou!d not accomplish its goais because of this imbalance,

The data does not indicate a cause and effect between the blood pmhxt and patient
survival. Baxter and tho clinicai investigators are assessing the impact of rqany ,,.. ‘Ii
factors to determine the reason for the imbaiafice mc!uding protocol design, timing of “;’
the administration of HemAssist@,other treatments, and severity of patient injuries in

the two treatmefit groups.

,’ Lehigh Valley Hospkal was one of 17 sites na

investigating the effectiveness of HemAssist@
product in intended to treat the harmfd side
10ssin tiuma patients. ,,.,.+,].,. ...,

You were chosen to participate because-of the
Incurred that brought you to the Lehigh Vaiiey-R”@p”Rel7%&@~~~~8
the study, you were given all the standard emt!q”ency care #/allable._
in the control group received saiine; these patkritsin. the ~q:~~~nta~

.... ---- .—

this blocd product as add-on therapy only.
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Page TWO
April 2, 1998 .

● lower risk af contamination because it Is marbrnaciq
● savirIg critical time h stabilizing a patient because it does not have to

be typed or cross+’natched;
9 and fewer blood supply shortages.

We have attempted to contact you by phcmeto give YCIUthis update. If we have not
reached you or ycm have fhrther questions, please do not hesitate to corttaot us at
(610)402-1286.

Sincerely, A

Mark D. C&olle, M.D., Ph.D., FACS
Associate Direckx for Trauma

●✎✌

.
,.,, ..’.
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May $9, 1999
-.,\

200Lo!tuwSkeet
PiWbWgh, PA 152:3-25S2

‘d’ CbarlcsMorrison,Director
Cityof Pittsbur@COmmWon on HumanRCMJW
Wrn908,CitY&WY Wilding

.

4!4 (3raIstftstet
Pittdititgk PA 15219 ,,

$‘,.,” ,“’, ‘~xal.,.”.~’:,.,.,:. . ~.,+~.../,,..,$,:,,,*,*, -4,.—,,...
,, :.’, -, ,,,+;$,,&,.:;,..,4.

RE: ‘I$o EWkacy TrialofDiaspirinCross-LinkedHemr@5bin(D@&)& the”Trea&entQf$evqt’c
.’:??’.8.1:/?$%,,!:,, . .. .

. ...JhqIIMc HemorrhagicShock . ., ~.......7..:<-...:. :.;“?.,-....,.-.......: ...’.. ...-. .........,,,,,.-,.:-.,,.,,.
.“,.’, ,..-..+.,,+------~~-.;..,,-.,-.L ‘“-“““’k‘*?;*+;+%:’”“$:. “‘,>.,

I& Mr.?vfotiosi:

‘I’bepurposeof thiskm is to providea summaryofthe localrcsu!rsof diestudyraferenml above,whichwas
presentedto the Commissionin 1997.l%eCommissionwasconwl~edbeforeswing this study,becauseit was
couductedunder a new federalregulationwhichdlowcticmcrgcncytreatmentto beginwithouta subject’s conseru
r.usdercertainstrictIydefkd circumstances.

UPW %dth Systemwas one of aboctM sitesnatioJIw[de thatwasasked(odeterminethe effectivenessofa new
treatmoatfor trauma victims with sevae bloodloss,Thesmdyinwdvedapakatcd, exper@sm.1b!oodsu%titute
thatwas g(vsmto add! patientswithIife-threatminginjuries.‘I%cbloodsrsbslituic,developedbyBaxter Heah&caxc
Corp., was given for emergency trcatmm along with standard tkspy, includingblood.Randomsele@og~vasused
to determinewbiclipadontareceivedactivetreatmentandwhichpatientsreceivedsalineso)ution M a control,

Baxterdecidedtoterminatekc studyaftermm!hncmof approximatelyIGOofi~expected$50participq% tlom
October1to Decerpbcr22,1997, at 16sitesin the Ihitcd Shtes. M intu-imdarareview by the srudy’iind~endent
datamonitoringcommitteefound thatpatientsin thestudytreatmentgroupbad signif?cam!yincreasedlnortal.i$
comparedto thosein tic controlgroup.Althoughthedatadonot irrdicwxiwhy ~l~etrcatrncrttgrouphadxhigher
mortalityrate&anthe controlgroup,Ikxwr decidedto cancelthestudyoutof concernfor patientsafety.F@er
walysisof thedatau going to be done to detwmiacwhatfactors contnbrrtedto thehighermortali~rateinthe,.
treatmentgroup,

Principalinvestigatorin thestudy forUP.MCHea]thSyskrn wastidrew pci~a~ M.D.,professorin the

departrIIed of Surgcfi. Th%c patients werecnrded atUPMCPresbyterian during the studypmiod.AHthree ~;
paricotswerecaucasianadults.‘l%efirstpatiengawoman,reccivcd the expcrirncntalblood substitutermddiedwhile
in thehospital,TIMsecondand third patients, bothme%receivedsdinc solutionandweredischargedalivekm tic
hospiti

TheInstitutionalReviewBoard and thestudyirwcsr$atorswishto cbanktic Commissionfor theirparticipationas
cornrmmitycoswuknts.

Sincerelyyours,

$i&d’b 4’* Z?Z?&\
ElizabedtL, Cohn,.MJW

c: WriIyn J.BorsGMD
AnitaCourcoulas,MD
EdwardJ lGrnbalI,MD
kdrew B, Peirzrwq MD
DennisSwanson,MS
W.DavidWatkim,MS, PIID,MD
RandyJ. Woods,MD
DonaldYealy,MD
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portunidwlcs en Vcntas de Publicidad

w a la compiiiia dc publicidad k kkvisi6n de miis
10crccin}icnto ~n I(}Switwlos M Mmlio-Ad4ntico, l-a

L’m Cent ml k MIX!iii I’m!ncr!+,c1 hiWo dcrccho cll
wilkd & -AM plliaL’able(hmmunica[ions- est6 bus-

D unas cuantas personas mcbtivadas y cntusiasmadas

Iingresadas al qui po de vcntas. Los ca@i&Iw+ seriin

krados baswh CII la expcficneia, hislofial de @abajo y
ivickd.

wtivo Mayor de Cucnta - Eric* PA: Ma picith
ii cwnlas lllil~OWS k agcncks Cq -wcstc~n

Ivania, Nw Yorh y d Nor@c dc Ol~io. Un diploma

xcla superior o su cquivdcnk, mas al mcpos cuatro

de cxpcricnuiir m wntti de pubiicidad en medios
w[ivos es rqucrido. IJn grado & edcgio mas experi-
en cwntas gmndcs es prdkrido, F?ta posicidrr se

a al (krentc de Vcntas de E& Pensyiv@iiI y requicre
individuo oricntmto en mclas yue ‘@cola Irabajar

:ndienlemcn(c. IMa poskiik codkw WI ;Salakio,

ioncs incnsuaks, inamt ivos’ ctklrink~rdc%;y dicias. .
;aics pm c1Wmmhil.

tivo de Cuentas - Erie, PA; Lake Cqnty, OU~

burg, VA; ‘Itmwclf, VA. :Jlh! d@&& ~e’ escuek

:)r o su equivalent y dos ai’kxs 0 rruk ,*. .experiencit

ntas de publ icitaria cn mfhs info~a&@’ es re’

m Un grado de cokgio con eXperieWta:,~~~*t* e!
do, (lmocimicn!o de mwadeo O p+ljd~,”,~ *

: impfcso, diseiio y pfodwc*a de ~~~ Y<@~~-*6n

Wsiciones ccmllevan un A*%., COt@@@ mtiw
nccntivos cuiitrimcstraks y dietas m~aks por e
hi].

mador de Ventas de PuMicidad - Erie, PA. 13st:
In provee soportc adminiskativo, clerical, trafico :

cion al dcpartamcnto & vcntas de publicidad. lh
,

,,.

El Mctrollcalth Medical Center ha tcrminado eon cl csiytiti iuv”~fjgtitivo quc fue
ksignado a cvtiluxr ufi nucw lratamicnto ptwa pae.ietites seriameatc heridos quc
wfrian de pt%xiida de sangrc scwra.

:,, ,.,,
U cstudio, Ilevado a eabo en 17 centros de trauma en k qn~ fue tietenido por
Ilaxter Jlcalthcarc, luc., dcsarrollador~ IieJ produe$o !de sustituto de sarigrc

I)atcntizado. De acucrdo cou Ios diiialcs dc Baxter Iicaifheare, ei Comitd de
Ylonitoria dc In fornlaci6n quc cstaha sobrc rnirancio ~1 esfuerm de est udio
lkaciwtal dccidio que el estudio probd c1 no tener w ekew positivo de heneiicio m
mumenfar la sotmevivencia dd pticientc.

U cstudio tcrapiut ico de la hcmogiobina fue e] primero en la maciijn en usar u na
trueva rcgulaci6n de la -U. S. lbod and Orug Admin’ %*=@~4)que pcrrnitia
a 10s pticientcs mwckutm en pcligro de muert% y p+&@&”k&&*ti ito”tenian a

,:; ,

nadie disponihlc parn dar coswentirnicnto$ a recibir gW*ji&&ntO ‘i~prj[n~n(al

si no cxidia un Walarniento akrno con uaa bacrm 6*,r$@dad ,4c iixito. La
notifbciiin (IcI rcsulttido dcl cstudio es un rcquwimie@@~jl~” FDA.,;:

,.
;,.,”.:.~,i :.:~. ,.,,

A la vez que este proyeeto en particular no probd que~&@fuWo fuera efectivo,

ios cstudiosos cn Metrolkalth Medical Center creen @t$~.kiforma&j.n obtenida
pm este estudio puede contriimir para otros cstudios de{~~tia. .,

.-... ;’.,.!...-,.,,., ,:.
Baxter IJcalthcare ha estalkeido una pfigina em,el se&@ & ~ r+;eieetrbnica

:http://dclhb.erwic.edu para provecr mayor informacih~ #S&~””@ef csf~dio. Usted
~jmcde tiirigir sus imguntas.o Comentarios accrea dd *:+: ,. ~

\ :,,, ,,

DCLFIl) StU(jy ~~ ‘“:

c/o MetroHealth Medical Center
Emergency Medicine

,,,~,:~ 2500 MetroHealth Dr.
Cievdand. (I1M 441 fm_ItmQ
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This may sound like typical political
rhetoric, but -these candidates insist that
they aIVnot Just posturingand thek indi-
vidual experienceshave placed them in
ideal posibons to assume the mle of a

,,.

de wanted t~~ new f- ide+wand,jnargy
ys asked me when *, you going to.run,”he

reason for bein in*.* is to target incurn-
wncilperson.& m has been recentcriticism
areasndatingto theHispaniccommunity,but
; not altogethertrue. “I want to @e it clear
d everyoneis tryingto be oneof five.Yourun
mself and this is the focus of my c.mpaigm”
:otion that Ortiz is hIs fgqs~ he does @_dress
with the (Mz agenda. ‘There is discontent in
mnance of Ortiz in the last I4 years.There has
xdd impact the everyday lives of theHispanic

)tand his strongest supporters include former
i mayoral candidate John l?.Street. “
ny ntercityattorney, has beenpolitically
‘e. chart his.course, aIigning himself with
would enhance his credibility. Nesmith is a
uk, who co-chairs his campaign with Mayor

running for Congress last year, when the first

. . ----- -. -,.. -, ..,--- .. . .. .--”. . “.. . ..s ,,””J

law to fight for& community. - ..
5--- -s- U-euw ,“ u& ~,,L

Nesmith’s campaign slogan says that he stands “head and shoulders above the
crowd.” He saysthereare four levelsof experience that form thebasisfor this beliefi
1) his government experience; 2) his work with community-based organizations;3)
his relationshipwith the private sector and; 4) his life is a semblance of hope.
Nesmith proclaims, “I didnotgrow upwhha silverspoonin mymouth.I stmggled.
1gxewupon welfare=andintheprojects.I hope to be someonein councilthatyoung
peoplecan ~y, ‘SteveFkrnith grew up $ public housing and on welfam;’and they
can.stty,‘ifkcatl makeabetter Iifi?fgr hin@fj *W so can 1,’,’9.:,+.,‘:,:

,l@~ievesth~ ~~ ~paign in~%?!l$hai her name
@j#8anticipating that this @mili@*.give$ hers sig-

&Cfhat 1W, ~, I*! ,ti~ giyeg rlyz.theqffe;-period.
winlM,l.’kn6w’__llt4t.1~ayg._@~;.~~rig.e*@ingI

,. ----- ..:
i ““:..~.’?”. :“: ~ -’:: ; ‘ .’. , ‘“ “:,

.. .

Thc.b@d substitute chtytl trialthat”invoj~ti”..~e’ ~&inis&kon of
blood solution with waiver of infoph” ‘comient for.’ihe:”kehtinent of
severe: hemorraghic shock has ended. Baxter Healthch.m Corporation,
the spdnsor of the trial, deeided to stop the trial following an interim
data rev.ie,wby the trial’s independent monitoring committee.,.. :,., .“.
Patfents~e~rolled in “ke study wete gravely’ill victims of severe trauma
such-as motor vehicle accidents, knife :~d @n wounds, who had high
expeetahcy”of mortality. . : “. -, “ ,.:.:,

@phxitiately .100patients of the expected 850 piidcfptits were
:nrolled nationwide. Analysis of interim patient data by the committee,
wing a published model (Triwma Injury Severity .Score fll?ISS]) of
predicting outcomes in trauma patients combining physiologic and
inatomic indicators of severity and age, indicate the predicted death rate
n the treatment group (received DCLHb) was 42.6 percent while’the
kmal mortality was 46.2 pereent (24 of 52 patients). lle predictqi
i@h rate in the control group (received placebo of saline) was 3$.5 p4r-
xxt with atiobserved death rate of 17.4 (8 of 46 patients:) Some differ-
:rtces were noted betweenthe two groups (DCLHb or placebo). None
vere significant enough. to verifi why the treatment group (received
XLFIb) had a higher death rate than the control group (received place-
W,saline.) Furtheranalysisof data was inc.onclusivc.’S@dyresults.will
WSubmftid to a scientificjournal in the ne~,.future.”, ., “,, ,.

...-..,~7w>_:: ,

W AEMC c%es were thoroughly”reviewed I$yWil]iG’:~TseY, ,~,
brmer chairman, Emergency Medicine, A-EMC, the Principal
nvestigator, and the Institutional Review Board. Questions regarding
he study can be directed LOMark Kaplan, MD, Department of Surgery,
rrauma Program, 456-8258. ..

laxter is releasing this c!inical information prior to its formal publica-
tionto fulfill its responsibilities according to regulations pertaining to
he waiver of informed consent. . ...

-.





ALBERT J3~STE~ MEDICAL CENTER

DEPARTMEti QF EMERGENCY I$lEDICIFJE

Dr. Douglas McGee
..... . . . .. . . .

DA: 4-5-99

RE: “The Efficacy Trial of Diaspirin Cross-LinkedHemoglobin(DCLHb~ in the
Treatment of Severe TraumaticHemorrhagicShock”,., .,.* -.

.. .,... ,, ., .,,.,,- ,..
In November& December of 1997,the EmergencyDepar&eht p~c~ated k’t.he”ab&e

trial. In January 1998,serious concernswereraised about the safetyprofile of
DCLHb in this group ofpatients (e.g., those suffering severe titiatic hemorrhagic
shock) and the trial was placed on hold.An interimsafety data reviewwas petiormed
atlerwhich the study was voluntaryhahed by the sponsor,BaxterHealthcare.lt is
important to note that other trials using this substancedid not demonstratethese
stiety concerns and have continued,

,;---- ,k\
It has been suggested that we share the final reports with members of our faculty

tt;
i

(attached). A summarized version will be appearing in five local papers in the near
future (required communi~ notification secondary to use of w~ve~ofconsent.~ tis

.=. ... =,, .0

trial). Please keep us Womed if you hear auy feedback from the cotiti~, ~,=%,., -,’_

,.

.



. HernogicbinTinerapeutks 2545 CentralAvenue.,
Suite FD-1
Ecdder,Colorac!o30301
363.440.s988
Fax: 303.444.3013

..

Albert Einstein Medical Center
5501 Old York Road
Philadelpl$q PA 19141

Dear Dr. Taggart:

Dr. Max Koenigsberg has asked me to forward the following Mormation
regarding Baxter’s Trauma Clinical Trial to you as follow up to your recent ‘

phone conversation.
I enclose:

March 31, 1998 Baxter Press Release
November 3, 1998 Baxter Letter to PI’s $
November 19, 1998 Baxter Letter to PI’s with Trauma Study Synopsis

(i

Please do not hesitate to contact Dr. Koenigsberg or myself for any
, additional tiormation which your site may need to complete its public ~‘“”
~disclosure activities. T&@ you for your continued efforts to complete this

—- T-—-- ---’---rimfwwhant. nmcess.
,.

Sincerely,

Todd Marshall
.:,. ,.,..,..

Regulatory Affairs Assoc. Dir.
BAXTER Hemoglobin Therapeutics

-------
3035413320 (Phone)
3034437343 (I%).



Baxter Ends U.S. Trauma Study of HemAssist(l’’M)(DCLHb)

... European Trauma and U.S. Surgery Trials Continue on Track

J: DEERFTELD,111., March 31 /PRNewswire/ --’Baxter IIealthcare Corporation
announc-e~ tcxiay that it has ended its U.S. Ph+se,III ~ta~a ,trial
investigating the efficacy”of i’$soxygen-~af$~iiag9~~&#4q@;: . : - .“{:,:.’. ~’
HemAss~~~(~j~~l?3J@),fo~,t”het~eatrnent,~,~:,,,s~~&$,g~,tq&@$=:,&<c,,,,~$~$,~raghic'..shQqk.
Eaxteii,:$$c@e@ to stop the trial, which h~d eI@@@i approx~tely’”~~~~of its
expected l!?jfl participants’,folkwing an’ftitki?~*t*jA;~#~lqwJ&~$~,ej:tr$~,~.fS,js ‘;:

...........

independdit’titsrnonitoritigcommittee. I“-”Xhq’.qW~S?q.;.lgq4.$.4spWWs.4P ‘
the tr+~~~n~,’grouphad an’:i.ncreaseci niorta~$&~ comp&z@ to thoseln+t~e
cWM$”’@k&jj. .:..,;;;~;::;,;:,;;~;j;::;.&z2z:zk“F:$G.~~$~$~~~;~$~;~~<Z~;:;;~;”:=,,:+j;~;$;.:.:t:<;““’’?y?$j$jd,

‘~afie~~nd its clinical investigatorsar~.GstUdy&~g.,$he.~t! to.b?t$e~
underst~n~’why there was a difference in’rno@ity betyeen t_&epat$ent gruups.
They ara assessing the impact of man”y factors, including the combined results
of the trial’s cles@n and protocol, the timing of the administrationof
HemAssist(R)(DCL@} and other medical treatments,the wide range of patient

“injuries and the severity of patient injuries in the two patient groups.
‘We are evaluating options for trauma applicationsin the United States,m

said Thomas Schmitz, Ph.D., general manager of Baxter’s Hemoglobin
Therapeutics division. ‘We are confident that HemAssist(R)(DCLHb)will be of
critical importance for both surgsons and emergency-medicinephysicians.

“The European trauma trial,, where physiciansare administering
HemAssist(R)(DCLHb) at the trauma site, is continuing on track. Our U.S.
Phase TII surgery trial moves forward as well.”

Baxter continues to expect to brinq HemAssist(R)(DCLHb)to market in late
1999 or early 2000. “

.

Significant Differences in Emergency Care
The ongoing European trauma trial is investigatingthe product’s

in the pre-hospital setting, where doctors administerthe product as
line therapy at the trauma site. In contrast,U.S. doctors infused
HemAssist(R)(DCLHb) in the hospital after patients had been in shock
longer periods of time. The company noted that in light of the U.S.

efficacy
a first-

for much
trauma

results the European trauma study has been evaluatedby its independent data
monitoring committee and that committee has determined that the trial will
continue on course.

The patients enrolled in the U.S. trauma trial were gravely ill -- victims
of severe trauma, such as motor vehicle accidents, knife and gun shot wounds
-- and had 8 high expected m~rtality. Patientsiqvolved in the
HmAssist(R)(DCLRb) trial were among the most severely injur6d of aJ.1trti~”

..,,

victi@s, with only about 3 percent of all trauma patients eligible for trial
inclusion. zUl individuals tinrdl~ed in the study received st~dard ~ergenc~
care, including transfusing of blcwd, resuscitativefluids, and surgic~l’’’’”-’
intervention as requir?d: .....,------.—”-;=i::ja::~,:-..

ThJ.s-tf;S.tk,a-tia-studj”wa3”’conductedtider fefiY.ati4n~’~5&i~d”bythew:$?i ‘ “=-”
.. -..Z.=

Department afliealth and.fhaman Services (~S,~:md:,t~~,u..S.. .F~odand ~mg-”-;~~-”;;.’.~.~....__.....

Administration (FDA) gdv&iai.ng clinical-researchprqctic@s'''xSWzk<gknc~:-:::;~[:;-"'`--"
medicine. These regulations are designed to protect patients!.iights arid--“
well-being,’while also all~wing for an eiteption”e~o”’:gnfome~cons-ent~-ri-”’’-””;~:j;”;~.~‘“”-

,..,.....- ....?.”..-.. .

S“@i@@. i3@iSi5--sifetyc>_eC>narrowly defined life-threatening situations.
and patient protections are required of studies conducted un~ermthis ruling?,
including interim data analysis by .en independent--~~a monit~r~ng conind.t%$e.-
A.11 insti.tuti,ons involved i.n the trial worked with their commi.ihiti.es to ’i,n~orzn
them about the potential risks and benefits of the HemAssist(R)(DCLHb) trial.
The results of the U.S. trauma study wi,ll be made public when the data are
fully analyzed.

--- ----



Baxter’s Phase III U.S. surgery trial is investigatingthe use of
HemAssist(R)(DCLHb) as an alternative to blued in patients undergoing elective.,
surgery, such as hip and knee replacements,aortic repair and abdominal pelvic
procedures.

Baxter Healthcare Corporation is the principal U.S. operating subsidiary
of Baxter International Inc. (NYSE: BM). Baxter International,through its
subsidiaries, is a global leader in ~ developmentof products and
technologies related to the blood and circulatory system. The company has

..”-- market-leaciing positions in four areas: blood therapies, cardiovascular
medicine, kidney-disease therapy and medication deljvery. Through a
comb$nat~,onof technologicalinnovation and global expansion, Baxter”is
advancing medical caxe and improving the lives of millicms of people
wmldwide.

Th~g news,ielease contains forward-lookingstatements that involve risks
*d tu$ctvt@?.i6M8 including technological advances in the medical field, ‘.,
product ap~r?val, dwd,and ,~ket acceptance. ,,

“’*-’7-”:’>~.~’”:”.x:,’+:~’l
..--.........

.,. -+ ,-,.-.-,

SOURCE Baxter Ilealthcare Corporation

Company News On Call: http://www.~rnewsx2re.com or fax,
800-758-5804, ext. 100340

-—---— ..,, - . .. . - _. . . .. . . . .. .- .-.,- ---- --- - _ ___ . - ---- -- - ,,- .
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The chid study entitled ‘The EfficacyT&I of D@s@@’C@:L@@ IIernoglob&.”. ... .

(D-W ~ tie Tn=@mt of SevereTraumatic*mo@M@s~&,@ ~
conductedat your site and ~onsored by BaxterH4th~”~ t-w d~g &f~~””
1998. This Stl@ w regukted under IND%859 fm DiaspirinCrosslinkedHemogiobiri
(DCMIb) pursuant to 21 CFR $50.24,exceptionfkominformedconsentrequirementsfor
emergencyresearch.

Regulation21 CFR 450.24(a)outlines IRB responsibilitiesfor the review,approvaI,~d
con~tlhg review of the c~ctd inVesl@tion-M by tie @vw of ~om~ ‘ ““‘’ .’!1.,\
consent requirements,and $50.24(a)(7)(iii)statesthe following: Publicdisclosure of i

sufficient informationfollowingcompletionof the ciinicalinvest@tion to apprise the
communiv ~d ==hers~)~e .?!@YJ~~1- ~oWP~c !@V@$$%!cs‘f -ti!$;:~~i:,......
-h -o% ~ !~~d~~~~? ~A COI@&&@&eSsa@tcjj&ide’ ~–.t.”, ,:.$>.+ ,,4.

compreh~ve SUWMWYd@ @m the wmpkted trial, alti~ with derpo~p~c ‘“:”,,:.,..
~o-on to @ co~~tj, ““‘-

k orderto demonstrateto
hasorkplardrkgto~
M YOUplease obtain tim yotir XRBa
exceptionfkominformedconsent
directly to our clinical proj

needs to providea compilationof these
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per~ogioom I nerapeuucs Baxzer Healthcare Corporation 847.270.5300.- 25212 West State Route 120 %x: 847.270.5306
Round Lake. Illinois 60073-9799

“’Baxter

.,,

r

. . .

Dear Dr. Dalsey,
-,. ,

.-

Ericlosedisa copyof the syhopsisof the final study”r@a’fQ~”&Gc~-a x~=’= ““
. ... ...- ,,

“The EfficacyTriaIof Diaspirin Cxw@nked Hemogloti (DCLHW) in the T=tit’
of SevereTraumaticHemorrhagic Sho& thatwascondyc@ atyoursiteand q%)ti~
by BaxterHeahhcare. This study wasregdatduderIhlD#6859forDi~ti “ ._
Crosdn.ked Hemoglobm(DCLHb)pursuant to 21 CFR $50.24, exceptionfkominformed
consentrequirementsfor emergeneymsearck ---

In additional to the synopsiss the University of Illinoisat C&ago(W) m colhbortiiIori
with Baxterhas createda web site (httpWdcihb.er.uic.cdu/)to assist in the process of
disclosingMormation to the researchcommunity. Thisweb site provid~ a
comprehensivesummaryof the results of the tiand ~e @ is !@@%!wen d@. ‘.. .
becomestwaikib[e.A@ a p&lid& if the resldts of,@ c!gnpIe@:llv@#o%-K: :“.:: :.:.~>..?..,,:.$..
:planned. ●

.-..--&+&_++---—.;,7-7
.0 “-”-””=-’””’,?,.,,,. -.......

:.,
.

.... ..
... .,..

.:-..:p.rs,-:,:‘,-,.... ....-.=. ... .,,

I .—.. ,..+ -:.*_&~=’.&.,.,,,~.-

. . .. . .
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If you haveany questionsafter November23,1998, please corkad either Michael’.
~aunders, Sr. -r of clinical ksearch (303-541-3337)orTodd _ ~ “

. -r Ofk@ktOry Afkirs (303-541-3320)as weare mO~ the I+km@ob~
T’&rapeudcsofficesfrom Round Lake, IIlinoi~to Boukier,CoIoradO.

Thankyou ,

-. Mark A Mannelx@ Phl)w RPIL
Associate Directorof,~gdatory Mhirs
HemoglobinTherqedcs Division

Ncw BaxterHemoglobinThempeuticsOffice:
2545 CentralAveIIue

Boulder, CO 80301-2857
●

. .------
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1am writingto follow-uponourprevioustcIephoncconversationt~agti .@~
you for yourassistance,as a cwnrnunitymember,in evaluatinga studythatwewl&t@k
in theSectiorJof Trauma/CriticalCareSurgeryat theHcmhcyMedicalCenter.As you
arc aware,wewere involvedin thestudywhichus@ ablqd-gubgpmce (DCLih) for
rcauscition of trauma victims without in someir@Iccs; obtaining&i okth& ~ ;
fiunily’sprior consont. .... ..... !,, ,,’

-....2~:22=.j+$g$;@~:-.:::,..
Thisstudyis nowended,andskhoughwemdlcd throcpatientsin thest@y id

HMC, no oneredvod IJCLHbhereat this center. For rc~cms that arc.~clear, !hoi&W*
a higherdeathrm in thepatientsthatreceivedthisdrugat othersites aroundth~CO~@ry
(comparedto those that rcoeivcds salt solution)andthe sponsoringcompanystopp~ the
studyto examinethe issue. It $houldbenotedthat all of thesepatients w-we SCVeMy

injured andM n high likelihood of dying, regardless of entryintothe study. At W
poim however,the reasonfor thedkepancy is not known.Wemight speculatethat
sincetheinvestigatorsworenot “blinded”, i.e. they knewwhatsolution tic patiimt ww t

{

reccivin~ it h possible that theytreated the two groups dif%ontly (know as invedgator :

bias), We wmtcd to keep you informed of these findings,
\

Aga@I want to thankyoufo~yowpartic{pation,andhope thatwc can.c~~g~~...-
your support for ihre studies that requirethethoughtihlassessmentof our cow@ty
ICi@MS. tiyou have any qumstions abwt *O study, please do not hesitate to call WI., .,,, ,“.:,.~:,,~,:~..:)4!,.

Chief SectioncfT&uma/CriticalGrc Surgety
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MINUTES FROM MARCH 4,1999 COMMUNITY CONSULTATION FOR
BAXTER TRIAL

>.

,,, .,, ,“’, ., ,,. , ,, . ,, ,;!;.,>4,,,.,,:,:~.;;+;

$riie’$ri~vif;tyof M&i&d s~h~o~’o~:-““““”“;-”
ng to ipformthe .

! Tfi@~ilw.,.,..%.3..,, i:,;,,.-,;:,;;-':i:~'::{,,:-i:,.=,---‘“ ..~j,,l,~.,k’.f, . ,~;:’W.,. . .:~ ‘

‘ ‘ --- -- ‘ “’;’- -“’’”’’’;~::::;;::!;;:”:-”
.. - ~jr,‘&fl!.,

___—..-——— .. . ...—Au .,—.——..——+-——-—J——.—
ed where:Dr. DorisHall,pr~ident of

PoppletonEmpowermentVillage;Ms. MyrtleMcColloug~ presidentof the
FarmerMitchellBoard of UMMS;Mrs. Joy Bramble,publisherof the
BaltimoreTimesNewspapers;ClarenceRobinso~ memberof the board of the
PoppletonEmpowermentVillage,and; Rev. Robinso~ former presidentof
Poppletoq Directorof AgapeHouse and formermemberof the IRB.

Mrs. McCoIloughcouldn’tattend and sent anothermemberof the Farmer
MitchellBoar~ John Puryear. Mrs. Bramblewas unableto attendat the
last minute.

UM attendees
From the Universityof Marylandwhere: AnneHirshfleld,Ph.D, Assistant
Dean for Research;Tom Scaleq MD, directorof ShockTraum~ EllenBeth
Levitt, directorof Public Relations for UMMSandPriscillaPearsow J.D.,
senior policyanalyst for UMSOM.

Discussion
PriscillaPearsonopened the luncheonmeetingby welcomingthe attendees.
All persons introducedthemselves. Dr. Pearsonstatedthe personshad
been invitedwith the goal of appraisingthem that the HemAssistclinical
trial had ended and sharing with the communitythe results, includingthe

,‘ demographicsof the participants.

Dr. HirShfleld them explained the role of the JRB and gave’itiorrmtiog On ~,,,,-,,,,
clinicaltrials. She alw invited the community membti tO nomiriati”’”’”’”’:.. ~. .... ,.:;. ,, . .
someonefor the IRB. We inf~mqi the invitees_~at “&~$”RBwas ,~kirig a --- -:j, -
“communityrepresentative”and nominationstlom tlitixiiwould”be we~orne#. ~ -.”~ .,
responseto a question Dr. Hirshfieldaddedthat theti iSno re@i&&ni”’”’”

........ .:,.

that the I.IUlcontain a communitymember,this is sometting the UMSOMS~ ,
_.. ....

does to ensuregrassroots involvement.

Dr. Hkshfield them turned it over to Dr. Tom Scaleq director of Shock
Traum< where the HemAssist Clinical Trial was conducted, Dr. Scalea
stated shock trauma was an area in which little medicai advancement had
been made, often because persons came into emergency rooms unable to give
informed consent. Without informed consent studies could not take place.



He relayed2 cases wheregreat advances hadbeen madein shock trauma

..4”

,&& :;& .,:6~:”

In closing we asked the communitymemberswhereshoiddwe go horn here? - ‘”
Persons suggestedthe folIowingactions:
publishresults of the HemAssistclinicaltrial in the BaltimoreTimes and

. ..=..

the Mo America%two Baltimorenewspaperswith an AfricanAmerican
readership,
*write letters to the editor,
*~te an ficle in the Mayor’s newsletter .:-”.:2-,.,
*write an article in the Housing Commission newsletter ;,
*write an article in UMMS’Spublication “Live Where You Work” i

FollowUp .. .. . .
Pursuantto the communityrecommendations,EllenBethLeyitt wroteah ‘”‘:~x;{’>:”
‘articleon the outcomesof the HemAssistciinicd tri@and_askedJoy t-,.. . ..-
Brambleof the BaltimoreTimes to publishit. We are stag with that

..,...~.%j.,.=%,,---..,,---t...=.>’-—.=—.—= .,..:.:+afl.: :.;;-.
paper since the communitymembersattendingthe mf~tingthough M A&ga
Americannewspapershould be targeted first, “.. , . .. ,;~.:..,. . ,,:-?.;>>,, :’..ii, ;— ...... :.*_..:.!. . %.,.. ,,,..;,,6!,4.-+,...; —... ..=......?-.—,.

.,.
!...7+”=+-;/.,’“; “- a,Jix>x..k..,-. ... .... .;.
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‘+ T .Trauma doctors press for more research to save lives
~Ehs Beth Ldt
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cxemlption 10advanceconsent so
thu prtnrdsing studies cut get
wsduw8y. llse Univasity of
MxrylxadShock_ Center
~in-dtiti
-Wkk SaJdiiskst ya”fhu

found a m-d f&vc;dc4iii rib-- ““
17psvunt — ●mong the pcapk
who ga # placebo, rsthor rhsws
the rexf dfrsg.T’@ .*., Itw 40
pcscvmdulhmttoItg dsosc “-
~ving h wttkl dreg’fook
muds worse.

Ao?olV she Is p@eSVt$SWOtkd
in tks wily ia B8Wnoi&-ti

.--+. —.-.
Wms’bnd mssivertheir ques-
tions,” XxysDr. Scala. PeOpic
who wish to find 001more CM
call .&. Univemil y of Msryknd
‘~ ofM4iti~’s Pubiic

Afrxfss,orrkc al 410-706-85i9.

. ,.,,...... ..

‘-- 410%02-8200calltoday*anq3pli&ion:
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4rigkial Message.–-
.

r.m~: Tinkoff.Gf@chrls~anacam.
~:

‘d :E~%k.-T4;;;p::G:*d’’ana”””m;., Landon.B,Reese.C,Fulda.G,HUSS,D christianacare.erg;Jones.L 8allard.K Eartle .M; Smick,
“FagiaeuSG Abel.R; Ha s.J” Whihey.L; Caslellano,J; Bouzoukis.J;

~d6sM@&ristiana@re.org . ..
d‘Connor.R@christianacare.erg; Johnson.S; adden.J;

“&#:%qY’p’ , .,-
. . .-.:, ...,,

Subje@ ;::;;<=,,.,,,,.,.., ..> ,( :.,:,:* .:+..;:;~”%+;i: :“,b i .. c~=.,-. .:.,,,,,;::;2 ~,,,,.,7;+:..:++?,*:!:,;:.,+,,...+:.,~>.,,.*,>:. .,..-.~~~
.,~LJ,, ;, r “’““’’’,’.. ~; ,“ ,.,,; ,,- ,;,.,.,I,.,!*.!:.t:*,.*y-,.\!.-J.,,

af#&&+ : :- ~~:;’:. $-<-
...L:.;.+ .....:..,,...... . ,,:,,,b.,i!,..~:}~.,..&&!‘A.,,, ,:*+.&’.&J&i :,,._,

,. , ,.;. ,, ““’’’+>’’’.’” ‘~’,”

As yOIJ rn~y”s;I ~ea&y have ‘%~en made ,aware, 3axte.g ~,ealth-~a<e “Go~p~,.h~~” e,nd-ed,,ijsj, .
7, . ,: .....’.... ..:+~.~.,....”.~..,r,

US Phaw@ ,~;~,,$;;$~ma t~$a~” ‘~fivesk ;gat ing eke,’%f!!icacy o.f t)~!~’b. in .,W~iCh. ,,w,e,’,,~!?~~<:-.%!. .“,+>l,.!,3:,-*!.., ,:.
participat~.nq,JI%6°‘decided,to.stop the cr~alj. which had_.?pr61!.9q~.:’;;:..::.:::.: ;,;; ..’”,..
apprux \,rti#~’G$J~~~~’’”o;-’~i~”~~pecteded 850 participants, fol~ow~ng-;~~-’~nte~!rn-’~;ta
re.vi.&w.by -cfie :r~ti~$~”’:~’tidep’dhdent data moni$oronq cmmitt+e.....<..-,.,.* T!i&i’dbhun~:~’@ “.’:“: ‘ ~~~
found th”at’”iti’~at~~nts ~n the treatment group had significantly increased “ ,
mortality to” tk.bse’ in the’ control group. Although the i,njury” severity of the
two group”s-wsredissimilar (DCLHb > Control), and a definite cause and effect
relationship could not be found between this increased mortality and DCLHb,
this finditig does make achieving the primary endpoint of reduction in 28 day
mortality impossible. Further analysis of the data is ongoing.
We would pe:sor.ally like to thank all of YOU who participated in this study at

J;

our institluci~r..We have reviwed all six of our enrollments and none had any
. adverse event attributable to DCLHb. We will continue to inform you as more

informat$ofiregarding this study and the other DCLHb trials are made
available.
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.. Findings from DCLHb I
- Hemorrhagic Shock

study ‘
Inaiecdince whh regulationiissued by
the U.S. Dewtmnt of Healthand

~~~~ Of& Ptihtii& frndiitgi’
from a multi-center researeh s~dy ~~
has ended. Several hospitals throughout

the U.S. participated in the research study,.-
including SAC:

The researeh study included critically
injured trauma patients admitted with
severe blood loss, One patient from SAC
was entered into the study. The study

participants reeeived an investigative
hemoglobinso[utionin additionto the
stand~ proceduresfor traumacare. The
studycomparedthemortalityof the group
thatreceivedthe investigativehemoglobin
solution (treatment group) with the group
that did not receive the investigative
hemoglobin solution (control group).

The independent data monitoring
committee found that patients in the

treatment group had significantly
increased mortality compared to those in
the control group. As a result,the
company decided to stop the study early.

The companyis continuingto analyzethe
datafromthe study and will publish a full
repon in the future, The hemoglobin

therapeutics division of BaxterIIas
relocatedto Boulder. Colorado, and is
pursuing a uew wi%tiuG of meombinant ,
kemogl;bin for resuscitation of patients
with shock,

If You would like additional tiorxnation
about this study. you may cootact Thomas

L. WaehteL MD, principal investigator at
303-629-4222 or go 10the website
(http://dclhb.er. uic,ed@.

23° Obs
cv The Prctier Issue of M.D. News was

unveiled ‘mFebruary. “I%e lead article for
tic t-ist issue wm “’Trauma- The
Neglected Discax.”

(

1

I

our vety ownDr.ThomasWach[el.
Mexlical Director of the Trauma Service I Calendar of Events
was featured on the eQvcr and [hroughout

i

Please refer to the following list of

the article. other %t~:” of the article, cmferences, meetings, & presentations in

include Dr. Adwn @ttchnw. members M@, +~j +Qd,~j.””

* An abstract of the Ski Helmet Program
lone in conjunction with InterMountain
Qeurosurgev. Clu-ish Sports. and winter

%k Resort was submitted to the Trauma
duixis SGcieh and was accepted Ibr
~oster display at the Trwrmti & Critical

;are conference io Las Vcg;s. Nevada. on
dad 23. Good work to evenonc
uvolved in this projevt.

~ The 1999 bilw hdmet progr~ is
lndcnvay. and the Injury Prcvvnl ion

~oordintitor at St. Anthony CcOt.ridhas i

een tloudtxl with hdnwt rcqtit$sk A
Wd of 1.800 helnwtswill bc donmd (his

seasonto over 14 separate organizations.

bxczfion:
Auditorium A (* (,)BConfRm)
St.Anthony Central

Just For Liugtis “-’T--T” ““

I

1

A mother was reading a book about
animals to her 3-year-old dwqhter:
Motiwr: “WIM&xsthe cow say”?”
child:“Moooo !“
.~folher: “Grctl! W’lml&xs lhc cat say’?”
Child: “MWW “

Ihlwr; “Oh. j ou’rc w sm~l ! Whu[

iws the frog w>’?”

ind this N idc-cyccl Iittk three-}ex-okl
bold up ~t hcr mother d rcplid.

‘13ud “

I
1

‘flIQPUP* of M&Misto i&nti&WJ
trackissuesthat may affect patient care in
a pro-active, confidential setting. These

@sues include system issues, pre-hospital
events, teaching opportunities, etc.

Please contact the Trauma Sexviee office
if you would iike to present a patient in
this forum.
Dates:

03/19/99 at 0700-0800
03/26/99 at 0700-0800
04/02/99 at 0700-0800
04/09/99 at 07tiJN430
04/16/99 at 0700-0800

04/23/99 at 0700-08”00
04/30/99 at 0700-0800
05/07/99 at 0700-@#xl

05/14/99 ~OtmvOij
05/2 1/99 at 070@)fJ(10
0S/28/99 at17+K~)00

Location: .::..:..: ,;-::+:,:.

ED- Corlfi*il*,&*,rn
St. ,@thony ~~tr~

.—......-.-+. ,, ——. ..:

@ormeriy Tra~”~~~@@ibwision

M&gii) ‘“-“
Dates:”

04/05/99at 1800-~900
05/07/99 at 1800-1900

Location:

Bmh Room
St. Anthony Central

If you have questions about any of the
( events listed above. or YOUwould like an .

event added. please contact the Trauma
: Service CMlice at 303-629-4222.
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WASHINGTON

,.
,,.,. :..’+2””!” ‘ “ : ! ,-.

,...1’:,’. ,,, .

Summary of Procedures from G@ @ii@i3: . ,,j:~~:,. ,,
.4//mho&s of &iiwre were ii&c&Lw<ifundu&@?~ upon @ tke ~..

QmnmiW/ Pubiicf
. —,z...- ,/..,’. -,., .. . ....—..-...’..-.=,.-. .. . . ... ~,..

Held inform~l,rneetinj $vithkeymembersof t&’~&& tifiin $@~ospi~: PI, Co
—.—.

PI, IRB merriqz St@y Coordinator,“’”‘-
Herdmeeting tith CommunityRelationsCouncil
10 members present (see Q&A from m~”ng) which included a mailing of the
results of the trial to be distributedto aIl members(see letter).

Media/ Media Coverage
Public Nothzy
Public Voticeswere sent to the four (4) majornewspapersin WashingtonDC(see
the newspaperartic[es enclosed). Included in the notice was contact inforrn~tion
to the PI, IRB chairm~ and Medlantic Research Institute President. Also
includedwere nationaland locai results/demographics
Had a dedicated line avaikb[e in our studyoffice for incomingcalls and maflings
relatedto the public notices for a 7 dayperiod.
Resuk.s: Received one call from a male interested in pursuing the informed
consent issue for his thesis. He did not chooseto elaborate.
Press Re[eme with background information forwar&d to Lmzfpress:
In collaboration with our director of marketingsent out a press release to all
networkand lCXXIstationsduring a weeklongperiod ‘1
Results: No news media picked up the story.

,,, \
\

Utilizedminoritypublications:
See public notices. 2 of the local newspaperswere minority publications. (see
enclosed).
- NOf~~k Mlk or tilings hm the pub[ic.

Dissemination of rewk of the Study Including Demopranhics to Studv
Bs?swk%
MaiIing, informal meetings and dir& pet%kl con~~ via the “pI ‘iw~‘“$~~y
coordinatorwas completedwithinthe fimt”rnQ~fi~foIIoting”tKe~fid~~lX&,
Washington Hospita[ NewspapeKlhe CenterL@epublished“he results of t$k.. ...... ..
study.(seeenclosed).

–.:.S”;,.., . -,, -...

Marion J

~“ristin Brandenburg, RV, Study oordinator

110 IKYIX(i SI’REE.I’, ~}~

\v\sl{r\(;’r[)N, DC 20010 -29-5
., ,-,,.. ~

h ‘5MECW7 ;
U .-,,- ,, ....
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WASHINGTON

Cancer lnstitu~eAuditorium
: .,,.:,,,.

L

Il.

Ill.

IV.’

Call to Order

Update on Clinical Trial Or, Dennis Wang
on a New Blood Substitute Product Assistant Director, Trauma.

Washington Hospital Center recently conducted @clinical triai on a nqb[ood
substitute product that k expected to mvolutio.q~e @ditional trauma cd& Staff
wili provide an update on the status of the ciinicai trial.

Discussion of Organization Structure Clarence Brewton
for the Community Relations Council Ann Chisholm

Washington Hospitai Cet?te#sBoard of Dinctors was recently reconstituted and
organized atter the metgec As a esui~ the organizational structure of other
Hospital Center committees and advisoty bodies has been reviewed. Toward ‘, “i
this end, it is recommended that Community Reiations Council stmctum be mom i
formalized with board terms to maximize community input in accotiance with
other adviso~ groups.

Update on MedStar Health Clarence Brewton
Discussions with Georgetown Hospital

v.

V1.

V1l.

Dinner will be setved.

New Business

Adjournment

110 IRVING STREET, NW
WASHINGTON, DC 20010-2975

~3&”&%a
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DCLHb Termination Meeting

WHC ,$gmmun~ty Relatio~$ COUnCil ~~i:... ...., .+..,’w.?>-$~,.’,,,i,,.,::,,,,,!’. ,., ,,~:,.,, :’,’...... . .,,..,.,,,.,,+.,, ,.,,.::,Z,.;~o~:.~,;.?,:..,’ . ..,., ,,,,, ,;,,, ~,.,.....;.-:..
...

February 25,1999 @ 5;30 PM,
.....!

.....’’.!!-4...,;,...’! ,-.,. ,.,.,”... . . . .- . .;::1+*+.;...:+.:___..,_.,::,:+;~. .:–.,. .,, .,:.’ --..-.+~—%... .- ,-.——:-..:.,:.-.,$-~-=.+. :-:-:.,..,~,. -....,,.,..,;,..,,-,.,.:/..;+.,,,\,“:+lkq<,!,J ..$ -.,.’.
The meetingwith the WHCco~unity ReI~tio&~&oun~~’:w~scheduledf$ ~e~~&’25,
1999 w@wasaHeni@lby 7 Board membeti, t~~&rna’h&&ch cdor$na~~$r tfi ~‘.-.,2.+.L.TPF.7$.7 #m=,.7,.V,~-!.~-,--,—.-... —
trial,KimtmDr~d=burg-an~’’the-Ptinc~ple~nvewator@d,IRBMember,Dr.“Dennis “’”‘

.......... .. ..

Wang.

The meeting was opened at 5:30 PM and Dr. Wang and K&in were introduced by Ann
Chisholq Director of Community Relations.

Kristin Brandenburg, gave out the DCLHb Question and Answer Itiormation Sheet (see
enclosed sheet) previously approved by the WHC lRB for distribution. She reiterated the
purpose of the DCLHbtrial and recappedthe meetingand the itiormation exchanged
duringthe initiationphase of the trial.

Dr. Wangsummarized the results and conclusion of the trial and introduced the IRB
contribution to this trial.

Questions from the Countil Included:

Q
R.

Q.
R.

Q.
R.

Why did the FDA approve this study?
The FDA agreed the product could be beneficial to the trauma population who were ‘t
seriously injured. Also, the non-consent process is approved by the FDA.

,,\
,

Was the 30 minute window a problem during the Study?
Yes. That was the time allowedby the FDA for ftily or patient if hel she was able to
consent,and the amountof time DCLHbwouldbe most therapeutic.

Why is this a non consent study?
The product needed to be given in the first 30 minutes as a potential life saving ., --

.&&- -.

Q. Do you get consent for other emergeucy proi@.gr,~?
R, Most of the other emergency procedures are cover&i under the non consent claus; for

emergency procedures in the Washington Hospital center. A majority of those.
patients were unable to provide itiormed consent due to their injuries, mental status,
or medication administered.

Q. One of your enrolled patients received product and died but do you feel the
patient was at high risk of dying anyway?
A, Yes. This patient had severe injuries and was at high risk of dying.



Q. Is the study closed in Europe?
.,. .

R. Yes. The studv is also closed in Euro~e. . ,’

Speculation is that the fhilu;e of this particular study may have decr~[~ its chances
for approval by the FDA in the fbture for other indications. There are three othe~
hemoglobin substitutes in various ohases of clinical trial at this ~oint.

.m.“...
The coordinator and P1 concluded with an outline of the public disclosure agenda ~@
gratitude for the Council’s support.

.,, ,.,.,. ,-. ....,!:,.,+,.’-. ,.
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DCLHb Public Disclosure Termination

Q. How many patients were enrolled?

A. Three patients wereenrolled from WashingtonHospitalCenterand atotalof 98 patientshornthe20
hospitals. The product was administered through art intravenouslineto patkhs wliofit ent& criteria.
Thecriteriawere 18years or older, evidence of severe bteedingand lack of tissue oxygenation. The
product was givenwithin30 minutesof arrivingat the hospital,

Q.
A.

Q.
A.

a.)

What were the endpoints of this trial?
Reduce the risk of death and or complications.

What were the results of this trial?
The results fromcollecting the data showedthe following:
84% of all patients whether they received the product or not died because they were admitted with
severe trauma.

b.) The patients who received DCLHbfor their treatmentdid not do any better. They had a higher death ~,
rate and a higher risk of complicationsthan patientswhoreceivedstandardof care. i

cc.) In both treatment groups the most frequent causes of death were hemorrhage, cardiac arrest and
multi-organfai[ure,

ItI summary:
The usefulness of DCLHb in the treatment of severe traumatic hemorrhagic shock could not k
demonstrated tim this data. A higher mortality (death) rate actually occurred in patienb N&Wing
IXLHb; however, 96%of thesedeaths in the DCLHbgroupW+epredid,,qd .&t !@~ICPC~T... .. . .

~........ ,.-.<.. ..

.,

Q. HOWdo I obtdu tititi Infortia@on or where-doT-di@~#~ qti-&tiO-~w ‘ “”.““’”””Y-.:..
=–,.-. ..... ..*:.-/.:.!,,’4:.:.,,”’‘,,’)’ ,

A. You.are encourag~ ~ contact Washington Hospital TraumaResearcti”l%-~-at”l 10 @in~~k&KFI~_
W., Suite 4B39; W-&Fiin$ori,-D. C. 2OO1Oor phoni-202:=m24;FK”2UZ-------------------..-.-. ——.— Cj~~73.”~oujrn~~a~G
contact Medlantic Reseatch Institute, OffIce of ResearchPFti@&tis,-B-&Fa--’~owar“Ph.11,Prestieng

@V-~209. ;108Irving Stree! N. W;, Washington,D. C. 20010or phorieYJNJTT-

ggsmlggg●
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,“ SCL ,k; ;JL ;[JL \ti[lC. Spring s almost here and Jce Castro (right), 26, and his niece Trac:i
Pagans‘,VhoFractlcetheear*A-Vasquez,11,from Texas, enjoy a sunny day in Washington yesterday

friendi? religion of Wicca cdl the
day Ostara. If my celebrate by
planting and by putting out tradi- nedy Jr. are planned for today and .

tionai fertihy symbols such as ‘u~~~JVilson says hat ,Onww ~f~~~~~~s~~~???$
eggs and bunnies. to popular thought, the eauinox do this at any time of the Year!

I

I
I

The Washifigton Kospital Center MedSti lhit was selected to be one of 20centers~Gm”Feb~~, la?

untiiknuary 1998toemhxiteaproductibr treatingpatientswithsevereb[oodioss. Theproducq Dkispirii
CrossLinkedHemoglobin(DCLHbJdevdopedbyBaxterHealthcm,wasusedthrthosepatientswithsevere
bloodloss,TheFederalFoodandDrugMminkuation(FDA)authorizedtheu-M.howeveras manypatients
areunabieto sign3consentformdue [o theti blood10SS,the FDArequestedpubiiccfkciosureatthe~@~-
ningandendofthetrialThePUIPOSefbrthisnoticeistogiveinfortnatioatoYOUre@?dingCIOS@-of fie
trialandto address any questions:

Q●

A ●

Qw

A.

Q ●

A b

Q ●

A .

What was DCLHb?

DCLiib, made from humanred blood
ceUs,filtered,and heatedso as to reduce
infectiousvirusesas hepatitisand MIX,
was storedin theN1edSTMunit foreasy
accessandgiven immediatelyto patients
WirhIifethreatening trauma.

How many patients were enrolled?

Three patientswere enrolledtim Wash-
in~on HospitalCenter and a total of 98
patientstim the20hospitals.‘Iheproduet
was administeredthroughan intravenous
line topatientswho fitentrycriteria. The
criteriawere18yearsor okie~evidenceof
severebleedingandlackof tissueoxygena-
tion.Theproductwasgivenwithin30min-
utesof arrivingto thehospital,

What were the endpoints .ofthis triaI?

RtxiucethedSkOt%khthdk)KOn@@onS.

What were the results of this trial?

The resultsfrom collecting the data
sho~~cdthe following:
a.) W% of all patients whether they
receivedthe product or not died because
they \vere ~dmittedwith severetrauma.

.- .,..

-

“b.)ThepatientswhorecekedDCLHb fix
their treatment did not do any better.
Theyhada hi~er d$ath rate and a high-
er risk of complications than patients
who received standardof care.
c.) Inbothtreatmentgroupsthemostfre-
quentcm.tsesof deathwerehemorrhage.
cardiacarrestand multi-organfailure.

In summary:
The usefi,dnessof DCLHb in the treatment of
severetraumatichemomhagicshock could not
bedemonstmtedfromthisdata. A highermor-
@ity(death)rate actuallyoccurred in patients
meiving DCLHb;howevq 96%ofthesedeaths
in“theDCLHb group were predicted and not
mxpected. . ..-...,=.:..>..~%.,..-z+f... ,.=.“.+--+---

Q

3-s . ...’.. L~.*<*
:.

.;: .,.,

HOW do 10btdllj!i’k fkfQ~~ojQr.,
“ whered~Y-iJi@$~&jtMioi@ ,,;.n:;.._====/,.,..=.=-~.lx=..,!,.

A
:<:..-4=........... . , ,..—”,:,.,.:’l.—--,~.--.,...-.,:.-. Youaremckhka~jt~ contad~~~~’ -’”

ton HospitalTm~~=&wwch.~.@ at
110 lrving StreeLNW., SuiU?”4~j9,’
Wtshingtou D.C.’~~@i10or phon&.2Q2-
877-642+ Fax 20Z8T7-3173. Youmay
also contact NledlanticResearch insti-
tute, Officeof ResearchPrograms,Bar-
baraHoward,Ph.Di,presiden~10SIrving
Street.Y.W, Washington,D.C. ?0010 or
phone202-877-6536,Fax202-877-3239.
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. ..’.. ., .7- . . ;.,....,’. .. DlaspirinCross I.JnkedHenjo@obin
}rthey mcelved

. .. . ,.-,
(NLHb),developedby i3axw

k? Phduct or not. died because,,. . .: ”,.
.: .,..’

.,.
... .,. ,.,

,.
,., . .

.. ’”...’. ,- .~. . .,
-, .,. . . . .

~.they were-~dmltt.edwith severe
..=-trau~~.
b.) Thepatleita*O received

DCLHb tor their treatment did
not do any better than[hosewho
dld.pot r@#ve,DCLHb. They
had a higher death rate and a
h@herrisk@ oompllcationsthan
patientswhoreceivedstandard
care. , .

c,) Iribothtrt%l~eritgroupsthe
mostfreqUMMcausesofdeath
wfxe he~o@ge, cardiac arrest

‘ afiarnUlj@rgan Failure.

bl &:
The usefulness of DCLHbin the
treatment .ofsevere, traumatic,
hemorrhagic shock could not be

-demonstrq@dWm this data. A,
highermortalily(death)raw ‘i, .
actually occurred in patients reUeiv-
lng DCLHb;howev~r,96% of these
deaths [n the D.CLHbgroup were
pWlc@dqj~~ofiI@pec@d...—.....++,,=7W+.,.-.. .

-. . ..—.~>. . .=

tieai~cap, wag.g8?di@r-@Sg.,
patienta Withkeve_@bioodios$ me
Federal Foodand Drug
AdmInlstraticn(FDA)authotfzed
this trial. Since manypatlenta were
unabie to sign a co~ent formdue to
their bioodlo.ss,we FDArequested
pubilc disclosure at @e&@mlng
and end of the trlai. Thepurpose for
this publicnotice ISto giveinforma-
tion regardingciosure Qfthe trial
and to address any questions.

a. WMwaltlJMIP
A. DCLHbIs made fromhuman red
biood cells that havebeen filtered
and heated so as to reduce Infec-
tious viruses as hepatitis and AIDS.
DCLHbwas stored in the MedSTAR
unit for easy access, and given
Immediatelyto patients with life-
threatening trauma.
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& HOw#llmllmImtJmiumii’e
.@* How* Mg@liaalnronna-

A. Threepatient8wereenrolled ,,..~ ~’~’~”~ ~ ~
fromWuMn@onI@pitalCent.6r “ --~
and a .w.ta!o!J
20hbspltais, The prodyw,~af.

. . ,.. -w
fliiim

>.’

,,
-,

.
. .. . ..-
WEld’tikontact

.“
,... ,’- ‘.

. . c@@a._.Patienti.had tqtt. 1? Y&ES
or eider, and”havee~’ -
severe b{eedlngand-l~~~t@~e “-..”.-..”-,..
oxygenation, The productwas given i
within 30 minutes OParrivingat the “1

-—!..,

, ~fi~6~2.4or fax
3.3iju+may also con-

ch institute,
.

IHowa-tiTPh~T”President,
hospl[al. 108 IrvingStreet, NW.lVashington,

DC20010: ~hone (202) 877-6536 or. . .

Q. #hha~~~ the endnointaof fax (202) 8?7-3209.0
.

A. The goal was to reduce the risk
of death and or complications.

Ilc MayorllnihonyWilIiams Shares His !lision
for the Bimlcl of Colurn&ia

...
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ff@rmf@ Consent for fh ifudv
-.!?!&M “W’err.?fk”. ffM_@Put

of??. untfi-”ftre fb+ app?opf$ote
moment AFTER the i#ffot.ljfe-
@vis!tg hour was over... tif O@er
to get the mosr @tfeCr from
DiasDirint the infusiom of the
drvg M. to star?‘kri.fhh!.fMrW
IYtfftu* bg the .P@iiit‘,”wlwftf

&

Tnffs-,m ~~$wmd Cdsetd_@&y7

*

wy,@!!_#’?Wf%w

‘w“::*;&Tiz~
,. ,.

;tW!&s*fqf@w.ikq@@h#lt”bq m.’
aimtfier+sfofe$-.”w, batwfzuw
DofWnt*whohod ml In
wt:fsthem c~rn@9
b(e.fsorfke to notlf ~:
Nf*r lmenshre k
Wrefdled bocfc k3t@ffk’ earw “
n[netk$, the Federol F@ and
Wue Ad”rn7aisTfiit@” ‘ ~F,D&).
afreed to ailow thh;tisfud~&~
imcMemersfed
Ming obtoined ofter surgery w
the intensive core admission
hod been occom~lished. Howev-
er, this d[d not mean that arw
slackness ot r~ulation or ea~
ins of vigilont administration
was allowed in ttre %tudv Can-
verselv, mort? rwe-ulonninq ond
“outl}ic disclosure” was
requtred. Thts oublic disc: csure
uas camPriseU of oress rwea3-
es. TV “300?s”, and preparation
for ac:uallv meefing ,w:$?l cam-

.rnunitv 9rouo5 whcse n-wbers

might ha%e been imrmcted b
vw st&cv In !he area.

Mwnor(al Me(flcal center I

t%fq )%55

I
impfwrded. -. -” :,T.,;... -

“1
. ... .-. .

saxter’s. Watwbf L7ersonnvf
W&fkJ

,.

%si ‘E
.T,“y!s1*,*I$#ilit:,j,,, .+’---- -- .

lt%rof%iki%d:;%t&
Pm@’ C$Wtlce’.f‘+%$%’
wfslfeefshfk “efsfd mU ffdrtent ~ ...”...-“:. . .
d-hi C&3rd OiPfiscebissiooPI

.
Wvera”: exwmd @ WY!*:
PafWs f’ec*frW ?’@ ,dws

/

hodahisifwr u/a$Wofm=ke?.
r=%.. ‘@’flw * “hi UfssJ“
vwtr f@ rhii mortol{ti “9Mk
The fwkmt$ acfuatlv nMtO@Y’
OSWJ* io rwfivii+q!vys .stfyfv

/

ctriJ9 Sf’orwicallv lwq.wd+ ?0 .be , ‘
mow severetv M $@) WF-ONY
at WAC bvf afso tn..W &afe@i:.
naflonwide. The rndst. frerwen?
cau- ,of _@eqfK”~qf ’ ,lfiqe.
~~r!~.. ~ti? $eiier ‘hemar.’.:
rhowh fnutti-wsbm organ foif-
ure and Co?dktc n-f. Memw-
ktl hhsrdfca~.Ceder msdis were
corwfstenf wi?h-isiiflrmrdrrendqi.
W Motifs d 1?9$,t? was OPPa@.I

I
%seorehSC= w ot fhsxbf oruf ,” >.- .:.~.<pj?%.+i?:,., ,.:
otfrer W3arfnoceutfcal comw-..l,.

. .—,.. ;,:: ..:..,..’- ,-.“.,,
rsies Iafw %nd small, !ar rIWL” . ,/.,.,

drum which will give the
., _,,...

severely frotmmtized ‘bcdient s
betfer ctmnce of survival.
Memorfol, Medlcol Cent& con-’
times !0 be in The forsfronf of
this on d o?her imporfrmt
reseorch, in its efforts !O ftier
ond fnaintoin good weaica}
intern’!af~on fo the wbi:c... a
key !0 health promofion :Verw

! where.
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‘W studydrugdid notprovetobeaseffkctiveasthecompanyapd?yXemo@lM_@i@_f.~ter
...=. .——.—..

had originally hoped. Thankyou again for (you,your ‘s) participation in this important
study, which is the only way ~ new medications can be approved.

.

If youhave any questions regardimg the study, contact Rr. Richard Leighton, Chairman of
me btitutionai Review Board of Memorial,~~caJ c~~, ~Mn 8:30AOM, @ 5:~p.M.,
MondaythroughFriday,at (912) 350-8707.

Thanksagain!
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: study has since bem terminated by tbe spossaq Ikter He4Js@re, hsc. ~ notice attempts to tiww qtteitlo~ ‘
8bout why tbe dnsg trlil was stopped.

,,, .,.
,,, .,

I

Q:How many patients WCE enrolled in tbe trial? How

many hospitals wem involved?

AS Approxhnatoly IOflpatients wem enrolkd at 17 boapi-
tals in the United Statex about half of the pscticipantsreceived
DCIXtP. ‘Ilsswpatients wem enrolled at Part&@ only one
patient seceived the study drug.

Q:why was tbe Studymopped?

A: It is not unusoatforcomplex clinical trials that study
criticatIyillpatientstobestopped.Baxterdhbomed with
manytrausminvestigatorsonttdsconsensusprotocol.When
thereis even the slightest suspicion that pedent eafety may be
compromid the piudent and ethical action is to stop the nial.

Q: Did DCLHbW use contribute to patients’deeds?

A : No. Patients eligible for tbe study were vlcdms of
sevemtraum& suchasknife andgunshot wolmd&motor
vehicle aceidessts,sod weroSSMeringfrom sevue shock due to
blond loss. ti@COtSWbO WWt!hlVdVGdi!l tbtddm
emong the most severely 4jusud of all mwtta @tk@e. ‘IIsa
mortality f8teisldds i@ssygrosspishiglLqspWktaIy4fJ
percenL F#Schpersonwhopardcipeted ilttheuudymudvedt tso
boatstandard esnosgetscycare. ioeluding biood tmnsMonst
Kctns9ckadvefluids, astdsurgery,m W8st@@MtLm doatb of
mwpstientwho mcoIveddsostsxtydntg8t MwMnot
duetotlteprod@ buttodse&asWdstg it@ry$u@nc4.

A: No. All patiesstsmcdved tbe beststa!k!ad emergency
cam av*dle. e=~ wasgiven** _*-oil tberspy to all
other standardrmatments. Noddng was wit@spkIEouimy I
patiesw The data monitoringeonmdttee and t& interim -’
amdysiswere in place to ensure sbatpadeoii tini “iiot* et
unnee@w or avoidable SW Ritk5t @iidkI%Qtiixodsc study

-was stoppedas soon w a fecotiM@on_w_&.mxxiMd b the
cosnnsittee.Ilse DataMotdt&@COII@Wi-W~ Wi@&
bi@Gst.standarda,snd it h ckk that dsis qs#rOaeh a&’ed the
patients in tbq study andthopmtoeol very well, In addition,
@amtiwof&@y, ti-lwMmd4wd@*
FDA andtbeInsdttstionalReviewBoard(lRB)ofeach
participatingcenler. ‘lb IRE conssdtedwith their community
and receivedinput fivm the communitym to whether the trial
shouldbe conducted.

QS How many patients,if any,gaveconseot? t

AS Patientseligible for this study were in severe shock , “i
from blood Ioss,and consequently most could not give consent :
for themselves. Nationwide,only two patients were able to
give eonsen~ none of the three patients at Par&d wefo We to ~
give eousmw Nationwide cgye@_wGsW.@!Lf@Y
metnWmor legally autborlzed tepreeentiitWe3in ~~” i
ins--- ASwas expectrd io this patient Populado% in moat
casesit WMnot feasible@ obla!mw$ent prior to.tswtment.
ParHand bad informed cons&itdommlents -“i(id”iw tlsedr

.. ... . . . . . . ..,_,,,..,, !,.

Q Z Werepedents wbomeeived DCLHb~@!stat .
Utmecessuyrisk? .,, .,

“3jj&!,,.-,,,~::.;;$f,**;.i.iK*!::~i:-< ‘>., .,,
Toprvvide comments, or for MOWksfonnation about the study,please ”call214 648-95i4”””’” ‘

%, t

wParklandHealth& HospitalSystem
5201Harry HinesBoulevard Dallas,Texas75235

‘ p~i~m ~o.a,~ Nev> /WJ mj )7??
.



~ se Temninan k prueLas de una

b roga en parkland Trauma center,, .

. .“;’A
,,. .,.J:@himadmeitie”iercgistraron100psckntesas17

“.hospitaies de 10sEstadosUnidw cerca de la mitsd de 10s
partscipantesreeibicmn DCLHb~. 7kcspacfentesestuviemn
sc “stradosen ParWan4 solamcnte un pacietttemcibi6 la droga
deLtudio.

.

A: Noes snormaIparalss @dMSdftiCM”COtltpi~SSqUe
estudim dam Cdttcmrmte erlfermosque&miSk?Qd

!iestudio. axtercolabordcon muchos ittvesdgadomsde trasnm
ea este pmtocolo de consentitnicsttousufnism.Cusn60 existe Is
rtularnfnimasospechaque la segutidad did pacientepuede estar
comprorncti~ la acci6n6tica y prudente es terrninar la pnreba.

Q“ ~Conrnbuy6a la moerte de 10Spacientes I+uso de L .
&lu? , ..:

A: No, Ios pacientesele~bks pars cl estudio eran vfctisrra
& uo wmttrtasevesu,como heridas de cucisillo,& amtss de
fuego, sccidentcsde vehfculosde motor estabssrsuffiendoun
sevcm estado de choquedeb~doa la d .6s desangm.Los

Esionadosti se
ecientesque pasticiparonen Ias pmebas eatabanentre Ios

vemmentede todos 10spaciensesde trauma
Rtice&moMM& *~&lmi_=dm,
apmxindamente 40% C@a pcmonaqrseparticipd en el
estudio recibi6 el mejoreuMedode crswrgencia ineluyeado
‘tmnsfusiooesde sangre,fluidos de resfxkacido y eirugk como
& rwpterido. La m&rw de IJWdO10Spacientesqtretecibi6la

?
(kl Cstudioenl%klandtsosedebkfdpmducto, sinoa

* ionesdevytadormquerecibkl.

Gpistioites de la comustidadsi se,debesiarsbeg le-psuebas.

Q: LCU41XOSpaeientss,si hubo algunos, dierrmsu
asstorizaci@t?

A
,
t b pacientes elegiblespara este estudio estaban en un

&
estedode choque severe por la rdida de ssngm, y pm
costsigtsienrela mayosfano a dar su autosisad6n pm elk
misntos. BYtoda la naci6n, solamente dos pacientes “~
6ss su autotizaei6n; ningunode 10S~s pamentesde e

r
“emsdar su autotizaci6n.
autoriraci6n en toda la naci6n fue obterddade M tnkmbms

de la fadia o de 10sreprcsentanteslegslmertteautotizados en ~!,
vtsrioscases. Como se esoeraba en esta claw de oeciattes, en ..
la mayosfade 10Scams n; era factible obtencr la~ua6n
srstm&l tratarniento. ParWandtertfackxssmentosde
SutodzacidninfornysdaSprobadapor Sum baas ,
@e fuem posible obtewr la sutortzackftt. AcEL
tmfa pwedimientos listoscon el irttentwd61k#@ 6 k ‘
familsay obtener la autorizsci6n mtes deltc@mdelpaeiente
nhubkra sido posible. Los pmcdrni@wt@@i@ q~~Q
psepa@ospers noMcaralafmni_lia d@* O*?U ,

-%% kw&rgti7s:E*r&k.,,

Qerots

.F iH@enelestu@o yobtonerla au@?#&pat’a UM

; @aJtumem y rlesgo bmwcwio lospacientc$qw.
-=-””

-~ - .Rw
.@@*@ we?!.%...,. ,dwk .’ - !$~sea ., ~.+=:., ,. <.. ,.=..:,,,$.->7,-.,. . ~. ,,.—.,. .. ,- ,.,, ..wa+~< ~mw,.--...

w

‘ Para ofieer cont4Warioso pam hfo& 8t7bg~elestu@o, $rjGoriti’”alm~7#I=’ ‘-” -”
. . ...

,: w ‘_I?Y-,“~
i

Parkland HeaIth & Hos@oJ System
5201 HarryHines Boulevard Dallas,Texas75235

J
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Novo Nordisk invests in academic diabetes research p4rtiCipW1011 in M center.

kThI! mastermind behind tlw CLW r i$

;har ~citnrlsts rrak k~ r@h(-q~k”~lori$frml

$(h$f cliniciwr$both irtfhtence the R’ ‘arch

,,.,.

wsd act prumf.rtiy nrt its hxlfngse

/ F

middle m~rmgers Wi “ Mai@6ti’8of time w y!d wans:ittlon.ti
The Oxford Centrc for D inites, want ~irgei~ ond hatd ‘m’-”- g:y&’’:;;;::

l!ixtocrinolorsv and Meraboii$m which returns on Wmnett L Put b ‘ie ‘*ka ‘ndLute .

wlii WVII hY-2tX)l, brinks tcrrW& SIXoi publiciy Jt least,rh~ tom-/ and ‘m “d* rht mcr$e,” he says, ‘but if

j~any ifisiits itfavvrt th~ —
mnw whole.hvwttd!y an$seesno conflict

“t%wrriwfs and cliniclarw, U wlli offer tor Jt Sovo Nwdi}k’$ Cmnhh fterrrfqu:w-

wlthin Urrop, ye says.‘We !Xdfevewe are

)1’rrwl rwrw

“riu”

The hlggesc financial iwker,

p.rttlng in 42 ~wrcgrft d the
e~rs, arid it w mst of the center.Heaitit $eI’Wm

managessitmta$ittgiy need dam

cm the cOw.@ctivcfiess@’treat.
men;s and care rqimetu, snd
they wit! ix?iooklnd ro thectmmr

e klrrd of rwntch sM..”ifrb.mtls

s ndme o

—- . yIIU hah a human with

exactiy thiit xq}c d@#t down [he hfti!, It’s
inrcrewin~ to know&hat thti phmowe

/
r.rfrhatdkew ($.4

Sht)l’ciy after ; tht? Initiative WJS

announced, Nrpq&rIIi@rh largest shart-

hcrid.cr,the NIIV$ ~pctisk f%rurrdation,

arwwrwd qaiarately thiit It wits giving

$16 millitui Q e&@!$orWm of ktndhw

{
vi~n rcstwrcher td invest i.gatgthe v3sL*J-

iar bioiogy of ~ abetcs Wnsplicacioni such
a$ rwphrrrpat~~ wsd biindrlc% The Foum
Wrtinn k separate from the company,
aitP.ough thq compdfiy’s board of dimc-
tots are m~mbun of the Foundation’s bmv-

erning bot$

irunicail , although thv C)xford center

!
ISerq)ha$” in$ the importw!Ct of putting

/

ciinitian ‘Wd resrxrrchtn UW?C otte roof

m tlw pa that they wHI swap ideas
uvtf co es. thti Scifndlrrilvlthi Corrsorrium

M cnti iy v!mwi, iin!t~ ct!lfy by e.mali

and a euerxxw travel budger. it vvotsidbr!
“old ShMW” tcrhave@MYonein one

/

IOI\W, y$ David Wtthews. pr~vtously
. “. .-..-.

Immr f d@*~4S@ Mxrlcmbgy at
x r’onJ” RMdllfe ‘In flrrnitry and now the

wrrr’ “halrmsn, is a ciosc assdacion with
WIM .C!JSSre~earch ~fforc and ~he lJni -
:fiil Id oxford’s crrdentiah. “Ilwre will be

iiiJ “jIati IJn su tiwt each partner cisn iJ\rlu-

Ice t!w orhcr<” iderrs,but if the company
flr \ f.) ~uatantee specific rigtltStO ~ny riis-

“) .ricj, it wiii hisvv tO cGmmiss~on J pft3-

r IUSC Iikr WY tkher cliem.
& N(,Ivc) ?40rdi+k airead~ hits i~r~c cum.

)crt.id t+urch imses for identifying th~ r-

“]h? rlli~ was intendti tct krcil itNC

rvscdrch ifl ~mergcncy nwiimnc, In which
pirtlencs arrive uncurlwious at hospimi
I,ICI decisions muu be made rapldiyt
Undcr rhk’ fystcm, products c~n ix’ towed
witnour pali4’lt# consent, hur only if
wrlngdnt req.lirerncnrs il~ ma to Inform

I
I

I
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w their local h;qhal btfore, during and ~ Funds bolster Canadlati22+.z29;-[99j). “f’h~ &I M d~ltlculty i]f

3ttef it is done. Sucha trial 1$XtM COiX nrn C{)tllptying with the tougtt re$ttlmm ~r$~a~~gh : . ~
under a ‘no-cons@t’ protocol, reiulrcd in [hd trial’srurnritmrmn cesp~tei . . . .

htg gttwd ft~temergencyroom prooucrh
Amf hloerhlckts corrtefrd th~t the nn-

Collserlt rule is WilicallyInapproprla!t’,
regmtless or its apparent utiliq. George
Arms, Ihofes%tr of Hcslth Law at Boston

Untvwtity’s Scttnoi of Public Hcdlch,
WRU(W rh~t w~qrl the rule cttan~~ wm

dvlrml’11, ‘thvrt WWJno good ratil~fldtf fur

,ifiinjf [rmtqtney medidncl zesearch

withtwt rmns&L” Fn emet’genq ~ins

people u$e this Iunatlc thing called implled

GWWrlt. but YOUdon’t imply itnythl flu by

having a hezut ~{f.3Ck.”

I.w month, rewr(hers at Mki-Grolina

( ~rtliolog~, Mrth Gwolina, dem%ed ttif-
fim hiti mcmmtirtwl m moth<r no-con-

sw.t t ri~l-tv$tin~ B~PR VC$tdCvtit~wd by

\ ‘vdofr.’lhi$ isgttbd naws fat &iftitdtan
; biomedical res#iafchstfi who @vst. s(rf=

\ fated ‘atbacits II federalftuldityy over’

dtrr last four yrwrs,

Aan &ierrtstsdn,director of.the $amual’
~ i.unqikld fl@$@ch l~$tjKLICe~. &@4!tt ~
: %Imtl,a UrtWer4ty af Tmtfitu4ffltlatetf ;

biortdtcal reseofgnccfmer, futtytqsacts :
: ftl$,[rtsthste w be lnck@sd IQ,me $Fl$ I

: ntttivork, W? hew about do@~sq and ~

; tOPliit9d~ NWbudgetdndW* *,
‘ out,ptaxlntkyWthe US, bfith+~al~ i~ ;

a bfg worry irt Canada. 6ut !~eACtfiR,
: cQu’pfedWwtttw rmv “titldst’tdrq mkfe ;
~ ava~fablt?is itn opportunity for scltv’rtists \
! “h Canada to dream again,” $ay$. 1

Sernstein,

. Last fnan*, the Lunenfcld wat tlw first ~

biirned!cal group m recalvgpew fund. 1
Ifig, from dnOrwio Chaktgo Fund ~

established to increase collabomtin “

betvvoenthe acudemic anctB@chfwd-
ogysectors,Md boost the province’sscl-

entitlc p.@iic.

Ofliy dayS aftCf {he province’i Hedtt ?nd

$r@iw foundation donated CAN$I 3 rnk

tltsn’to catdirsvascularresearchx the Uni-
versity of l’orontrs, whwe swfie~ will
focus on the mcrl~culw basisof ati%ro-
ScteroslsJnd !heafr Iadure.

i(41{h\ ~lRWINGllIW, Ntw yDllK
..-.
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i/,17MQR‘,* W5m )@m@L ~’”J?/.+-J’ ??
Emergency Medicine’s “I[iusion of Efficacy” and the

Public Perception of Resuscitation Research
RogerJ. Lewis, MO,PMJ will come to their aid qui@cfy and they patien!s does not .mprove outcome.z

‘“ Mdmr-UCCA
4SAEM &Mrd 0/ 17irectors

will receive IN%@@ tJt~rwy. Perhaps in eachcase,ther’apkeandprocedures
becaui36 of our own hu!an rlesd to feel that are commortlv usad and flublidv_ ~——.—.,
effica=e~gu$,_~e_h@y~.~’@e.r@8.& Iy ., .v18w@.,~$..bq.ge~.~~~~r~.,~oqod,upcm

!CM@ruary 17, IW, anqrtic[eae~--:-: Ii[{[$ ~ffofi.,. to,,p~~u~~jg$h~, pub 1$. X?:bfoae soijqtificWWMy, tbbii‘dunclear
fitted %ralingj WltfwutAskin@

Y
underslan(fg the refpthq$y ptimlt(vq’- @ffeC[lY?q?$$r$[@j.“~#$’..,;,...........

on*8 fmfltpagjaoftheChloaguribune.

!!!ll

a~ $
mtture and UnkqQW:O$~f p]~wqe#KLQ~;;;fizs.~~q~,~@n;).,’,+,, J’@’’Q’#lJ!l@@eme

7be wt~*,,*;r,l@isg W 6 lW@ ow@ rX.U*encY rft~ .WOW@:.l@ ;;.;!!@@)l.;ql#l @ #J#;: & Q@em@
W cq’p@$~Q@ ypqf Q$@s[..(lad.,peqt; ...udd!t.kq ttie,tplsv!si.on’”$1‘ a ~q$wji~:~~$~~$~~;~~y$ ,,jj$$l ‘!iy$~,$@ild be
cdndutied ]ft.., M ~~,Lth~$.Q~..q@rflQr1

$
phorronwrdly,”Suu@j#$ .ln-?*i”” “’:;:;~~ lwi~$fttq$t-’ ~J,~$4@@*! we

J’?be&@J$ at&?@tj~O@kf, M? @@ ? ‘“” P@fb aWi3t@IO$9’t# @rFi* :$dti~l+,: ,,fl:~~$tfi~o:##?#~; ,:. ..$~~.j~&I$=’i@%. Wth
%@-..,.’ ,Rf%i_’@i@! @Wf#W} ? :, ...W!@tYllil@iYt P9!/J#X#:.H~.@r9@flQY;:.:?i@~d;$dknt! ,W;$~#jM@;,.:...~ should

a=~ee~~’ti WW’df
/

&
m@d@l.”t~@~~~/@s,’~#:”~i$~~:#~iV6;’::~:#@am,#hti 16Qf@ ‘:f.m~”ptttop-

%%a@tftuteh’” iiwrrIn,the mmt dlra 4d@#p$@rtc@?, ~‘:,” “tkm$ wftft”@&&&we” ;-$vhfoh of the
the resuscitation of, critically-injured Nwv oorwider the pubk roaetismW tharr?pie$ we #re teoommen@rg are

trauma pafie-ntis’,wee the W large, .... .. .we.dnJxaJat&@..numtkmedabw~pe- k~~ to be ef!ectiva and which rmw+
muMcenter, pharmeceut/cafiy-spoo,aoftRf dficalJy, to the anrtjlirnentof atmts in are custg~tirily ,us@ @t of unproven
trial to be conducted under the 1996 f’a randomizedMatwtthoutthe r corsenl.
federal regulations ailowlng a narrow

efficacy. When we interact wfttl non.

exce tion to the requiremsmt for pro-
YSPSG ve informed cmeem fmm rasearch

subjects (2fC~~50c24), me mai was
terminated prior to the fk6t planned
interim data anaf ysis, because of an

observedincrease in mortality amoog
patients r.~y.ng :he blood substitute,
reiatlve to those receiving the $alirte
czxrtrol..The_rep2rnmendedort@stop the
tritti w. made._

7!0
an “’ktdependentData

Safety and Mt3n rm$t Comm&ti~u~vcJ
was acted cm irnmedi9t&y

2. sponsor, &ixIer Heaithcare orporatton.

T7ris ciinicai triai was condudod noI
.. dnder a cloak of secrecy, but ifr$kwd

under the iiiumir?ation of extensive
newscwerage both prtor to and during
its conduct. Whwr patient enrollment
was terminated in January 1998, and
later when the study was permanently
closed, those events were pubiidzed in
press releeses bythe study’ssponsor.

Whiie it is obvicusiy unfortunate that
this partkuiar’ blood ~ubstftute did not
mfti the st~dy subjects WhO received
iq I belleve, 4WX on exkmive knowt- starrcea, &I only be undewtoodbjr the
edge of the trial, that prior tv the study it lay “pu~iicT thjtt .s%
was reascmabtoto beiiqvethe s@y per- -, qtqnds OieTaijRof evl
ticipanis reoeiving the blo@ !k@etltute tie $~~d @&sp&,
wuuld beqfit. A_year later, thf~ clinkzd ~ .lt”~-”Wn~e-@t@d~
trial is Mung portm

r
as an example of MM@ of.Ht@ecy.

., ..... .

unethiwd and. un u$tifittble @bus@of ~ flO& JJ@!Jll@Jq .l!J!@X!!2t
injured patients,and, mom h’npo~an ,

?
~ wrnmmw!menfv M?

this intet@rtatation is finding fWtl q;.: ..art:tQKgmple, Consi@f ?
ground. Why is the putliic Wll!lngto whose resultt. Su ested

1?believe this interpretatkm of th~ events? do$e$ of epinep rine,
Part 01U% willingnessrxln be -to &LSto_~@pt_ patitN-mJin ve@~lcu&
a phenomenon which f vWi O@ @mer- fIbrWTatlcn, n’my actually redu@’’ifie
Sertcymedicine’s 7ilusion of Eff@cy.” dwnce of a good r’wuroiogicoulcome

The illusion of Efficacy is the idea
that effective me!jitil therapies currently

irrdeper?dm of the duration of CPH. f NeuroiogC Outcwne, AnrM!$ d tdumd
Also ccnsitiar the controversies w r. M@lc,tie lees;129:4s&4M_

exist tar virtuaiiy ali !ife-thrcatoning rounding the effect of the use of “lights 2 Gauscne M, Lewis flJ, Stratton SJ.
emargarcies. The lay pubiic has a tn+ and sirens” durirg EMS response to

Wawws B, GunterCR, GoodrichS. Pow!!

mendous need to beimve :hat if they medical emergencies, or a s:udy pre-
PD. McCoilough WI, iiemforson DP,Pratt

Mer a medical emergency or a trau- sented at last year’s SAEM Annual
F, Selctal JS. A FJrospecrive Randar’tWed

atic injury, the emergency rrredicai Meeting whose resuits demonstrated
5tudy d the EffwI ut Prehosp@ MIMIC

“-System (defined in :he broadest sense)
Imubatian on Patisnt oulcorno. ~C&

Ekcause we live in a free swiety, we all
expect that our personal aulonom , acd

#crur related rigttt to make doc siorw
about our own rnedimt owe wtil be prv- ‘
served and raspeottd. When ‘we.are_
inchpacltated by injury d “iiiness and.
that autoriany is !ost, however. our so-
ciet~l custom is to $xpec! utiindard
m6dical thwapy will be given to I.@.
The 19% federai reguiatiorrs only allow
a deviation from ‘Ais custom if such s
deviation hofds the prospect of direct
bene!!t to the patient, i.e., when the

physicians (e.g., medical scientists,

r
ubiic officiate,membersof the laypub.

Ic, etc.), we should b? 0?3rofulnot to
self emergency md”dical therap[es as
uniformly effective M, instead, com-
municatethe message that many emer.
gamy medicattharapie6aQ unprovem.

Greater pubfio undty’6j@@ng of TM
firnltatrq’ls qf curq?~ ,~qrgeocy mud-
icrd therap!es vvli re@t”ln,:g better un-
derstfmcfifib of *e nqe~,~q %earch ~
the effeotiventiss of @x3dmentai ther-
apies, even if that rossarch recmires

standard ther y IS unproven and it is
%reaswwttrieto iieve the experimental

therapy may be better’, Under a wawer
of consent in a rar?domlzed lrttrl, an
incapacitatedPstfefi! is given either the
standard therapy cr an experimental
thwap according to random assign-
ment. AI is is a redfcai change from our
Socitstai norm of automr3ticaiiy giving
only standard therapies which, accord-
ing to the liiuskm of Efficacy,are so ef.
ktiw3 mc .a radicalchange in rned-
Ical behavior, in such dira WCWtI=

giving up our custom of @i.Nomadically
giving only standard, oonqwqmrlmerrtal
therapies to Incapacltaled patients.
OVRhouIsuch research, future patients
wiil be condemned iU roqdvg Mwapies
as urrpruwm as the ones in use Wcfay
(even if th are rrotthe same unproven

vth@rapie6], ronioalty, tho futura patients
condemrrcufto receive unproven thcra-
p/fM wlil be those wi~ .mn.dit[orts thal

mm ~~ ufYW.@..!$W@+ We cur-
I?3ntfederal regu~mrtqallwktg a nar-
row“axderMri to tk r6aukeftw3ntfcjr’in-

that pre~tospltai imubation of ~ediatric U9Wc Emfqwrry ,Wfx!icha 1999;5:428.
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